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Introduction

In January of 1999, the National Birth Defects Prevention Network (NBDPN) established a Surveillance
Guidelines and Standards Committee (SGSC) in order to develop and promote the use of standards and
guidelines for birth defects surveillance programs in the United States. This set of guidelines is designed
to serve as an important first step in the documentation of this process and as the vehicle for
dissemination of the committee’s findings.

The Guidelines for Conducting Birth Defects Surveillance (henceforth referred to as The Surveillance
Guidelines) were developed with three major long-term objectives in mind:

» To improve the quality of state birth defects surveillance data, including accuracy, comparability,
completeness, and timeliness.

» To enhance the utility of state birth defects surveillance data for research on the distribution and
etiology of birth defects.

» To encourage and promote the use of state birth defects surveillance data for the purposes of
linking affected children with services and evaluation of those services.

The technical guidelines that make up this document provide a way of improving the quality of birth
defects surveillance data, which in turn enhances their use in support of the latter two objectives.
Fundamental to quality is ensuring that procedures for all aspects of data definition, collection,
management, and analysis are established and followed. Because state-based surveillance systems operate
with different objectives and data needs, it is clear that, with respect to procedures and standards, “one
size does not fit all.” It is also clear, however, that common guidelines can provide a basis for the
development of system-specific operating procedures and supporting manuals.
Variation among surveillance programs is manifest along several dimensions. These include:
» Objectives, which can be very diverse but commonly include:
e Providing baseline data on occurrence
e Identifying populations at increased risk
e Monitoring changes in occurrence
e Investigating clusters
e Collaborating with research
e Estimating service needs
e Referring affected children to services
e Evaluating prevention programs
» Case ascertainment methods
e Active — case finding

e Passive — case reporting

e (Combined
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»  Organizational location
e Health department
e University

e Other

The first two dimensions — objectives and case ascertainment methods — are of particular significance in
attempting to develop guidelines that have the breadth to be useful (i.e., universality), while at the same
time making clear that there is not necessarily a common denominator across programs. Thus most of the
guidelines in this volume are phrased as recommendations or “shoulds,” as opposed to standards, which
could be interpreted as “musts.” The exception to the latter is Chapter 10, which refers the reader to
information on how data are to be reported to NBDPN for the Annual Report. The relevance of
organizational location to the guidelines is probably restricted to legislative issues, which are addressed in
Chapter 2.

The Surveillance Guidelines consist of a series of chapters covering the fundamental aspects of
developing, planning, implementing, and conducting surveillance for birth defects and using the resulting
data. Although the focus is on birth defects, most of the principles described are relevant and applicable to
surveillance for any health outcome. Just as the methods and strategies developed for birth defects in the
Metropolitan Atlanta Congenital Defects Program provided a blueprint for the subsequent development of
the Metropolitan Atlanta Developmental Disabilities Surveillance Program, the information included in
these guidelines can provide a blueprint for the development of surveillance for developmental disabilities
among the states.

On reviewing the guidelines, the reader will note that a number of the chapters are supported by
appendices. In many instances these appendices are designed to provide additional information on
technical issues considered. In some cases they provide extensive detail on procedures that are currently
being used by surveillance programs. Because of their size, three documents cited as appendices will only
be available in electronic format. These are the NBDPN Abstractor’s Instructions (Chapter 3, Appendix
3.2) and the Texas Disease Index and the CDC Six-digit Codes (Chapter 5, Appendices 5.1 and 5.2,
respectively). Information on how to access the electronic format is included in each appendix.

The Surveillance Guidelines are being published in two formats: as print copy and through the NBDPN
website. The Surveillance Guidelines and Standards Committee anticipates updating and revising the
guidelines over time. Whenever a revision is published, a revision date will appear in the chapter header
to distinguish that page or pages from previous versions. Because we anticipate this will be a living
document, we encourage comments, suggestions, and corrections. If you have such, please submit them
through the link to the Surveillance Guidelines and Standards Committee on the NBDPN website.

This set of guidelines represents a great deal of work by a large number of individuals. The development
of the document was carried out by the NBDPN Surveillance Guidelines and Standards Committee. A
working group for each of the chapters did most of the writing. When chapters were completed in draft
form, they were submitted to the SGSC Steering Group for review and suggested revisions. When a draft
was considered acceptable to the Steering Group it was sent to Dr. Lowell Sever of Battelle Centers for
Public Health Research and Evaluation, the editorial consultant for the reference manual. Dr. Sever then
edited the chapter, returning it to the Steering Group, and working groups when necessary for clarification
and acceptance of his revisions. Several of the chapters were also sent to specially assembled “Focus
Teams” for review and assessment of the technical content. When the final content was agreed upon, the
chapter was submitted to a Battelle technical writer and editor for finalization of structure and format.
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We have compiled all of the contributors to this intensive process into a single acknowledgements page.
The Surveillance Guidelines represent a significant and complex undertaking that could not have been
accomplished without the contributions of this large number of individuals, and we thank them all.

We dedicate this milestone document to Larry Edmonds of the Centers for Disease Control and
Prevention in recognition of his strategic vision, inspiring leadership, and steadfast commitment — both to

the National Birth Defects Prevention Network and to the enhancement of birth defects surveillance
generally — throughout the remarkable process of developing The Surveillance Guidelines.
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Chapter 1

The Whys and Hows of Birth Defects
Surveillance — Using Data
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1.1 Introduction

The ultimate value of any public health surveillance program lies in the ways in which the data collected are
used to improve the health of the public. State birth defects surveillance programs are no exception; they
exist to improve public health. Every program must have clear goals and objectives that drive how their
surveillance data are used toward improving public health. Public input through partnerships with state
agencies and organizations and the effective utilization of advisory committees are essential to establishing
and revising program objectives and ensuring that the resources exist to meet them.

The purposes and objectives established by state birth defects surveillance programs are constantly evolving.
Some objectives are traditional, such as those having to do with the epidemiologic purposes of surveillance;
others have emerged more recently, serving to broaden the scope of surveillance programs. Birth defects
surveillance programs increasingly use data for services planning and evaluation, for development and
evaluation of prevention strategies, to inform parents of children with birth defects about available services,
for studies of the societal impact of birth defects, for referral of families to needed services and resources,
and for clinical research studies. The consistent theme among these emerging data uses is how birth defects
surveillance may benefit other programs in the quest to improve the public’s health. In the face of fluctuating
resources for public health and obstacles resulting from concerns about confidentiality of health records, the
need to incorporate public input in planning and priority-setting has never been greater. This chapter will
attempt to address some of the issues in the forefront as we plan for the future of birth defects surveillance.

In the remainder of this chapter we present the rationale for conducting birth defects surveillance (Section
1.2), key steps in establishing a state-based birth defects surveillance program (Section 1.3), and some
important uses for birth defects surveillance data (Section 1.4). References cited in this chapter may be found
in Section 1.5.
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1.2 Rationale

When contemplating initiating or enhancing a birth defects surveillance program, a number of questions
come to mind:

» What is the rationale for conducting birth defects surveillance?
» Why is birth defects surveillance important?

» How do birth defects surveillance data benefit other programs?
>

What are the barriers to collection and full utilization of birth defects surveillance data?

In this chapter, we provide answers to these questions, which may help you advocate for and prepare to
launch or expand a birth defects surveillance program in your area.

1.2.1 What is the rationale for conducting birth defects surveillance?

CDC defines public health surveillance as:

The ongoing, systematic collection, analysis, and interpretation of health data essential to
the planning, implementation and evaluation of public health practice, closely integrated
with the timely dissemination of these data to those who need to know. The final link of the
surveillance chain is the application of these data to prevention and control. A surveillance
system includes a functional capacity for data collection, analysis, and dissemination linked
to public health programs (Centers for Disease Control, 1988).

It is clear from this definition that a birth defects surveillance program must establish goals and objectives for
how data are to be collected, analyzed, disseminated, and used. It is through the latter (i.e., data use) that the
efforts from the former are translated into public health action and health improvement. Thus, using data to
meet a program’s objectives is the most important aspect of any public health surveillance program; merely
collecting data is not enough. How data are being used is also what programs tout when they need to
showcase their activities to agency officials and legislators.

Because of the essential relationship of the ultimate uses of data to the design and conduct of birth defects
surveillance, we begin these guidelines with a consideration of fundamental data-related issues, considering
not only the rationale for birth defects surveillance but the key steps for establishing state-based birth defects
surveillance programs, followed by a discussion of the use of surveillance data for improvement of the
public’s health. Every surveillance program should have a plan for data utilization that incorporates public
input on all phases of the process — from data development, through data collection, to data dissemination to
the public. Suggestions for developing a data utilization plan are presented in Section 1.2 below.

1.2.2 Why is birth defects surveillance important?

States have many reasons for conducting birth defects surveillance. The value of birth defects surveillance
lies in how the data are collected and how they are used, with respect to the goals of the program. All
programs should establish goals and objectives, which make it clear that the ultimate rationale for conducting
public health surveillance is to have data that can be used to improve the health of the public. Reporting the
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data certainly qualifies as “using the data,” yet this should never be considered sufficient as it fails to meet
the definition of public health surveillance cited above.

The objectives of state birth defects surveillance programs have evolved over the past 40 years. Lynberg and
Edmonds (1992) assessed the objectives that had been established by surveillance programs by the early
1990s. Table 1.1 organizes these objectives under broad purposes originally suggested by Reed and Meaney
(1988) with some slight modifications. A review of the table highlights the potentially broad mission of birth
defects surveillance, providing state programs with a way of assessing how they are utilizing data currently
and possible new uses.

Table 1.1 Purposes and Objectives of Birth Defects Surveillance
Purposes Objectives
Epidemiologic Develop timely baseline birth defects rates
Monitor trends and relationships to environmental factors
Perform cluster investigations
Provide basis for ecologic and etiologic studies

Planning/Prevention Provide data for services planning
Provide basis for prevention strategies
Evaluate efficacy of preventive services

Educational/Social Inform public about public health importance

Inform parents about resources and care facilities
Provide data for studies of economic impact

Provide data for follow-up studies of long-term effects

Healthcare and human services Refer children to services and resources
Evaluate services utilization

Clinical Provide basis for clinical research
Adapted from Lynberg and Edmonds (1992) and Reed and Meaney (1988) with modifications.

1.2.3 How do birth defects surveillance data benefit other programs?

The benefits of birth defects surveillance data to human service programs include: identifying children in
need of services to ensure that they and their families are referred appropriately; evaluating service utilization
by children with birth defects and their families; and planning the location of services for particular
conditions in areas of highest frequency. An important use of surveillance data is monitoring birth defects
trends following the initiation of prevention programs in order to evaluate their effectiveness.

One of the public health benefits of the computer age is enhanced capacity for record linkage. Record linkage
using public health data has a longer history than most people realize, beginning in the 1950s with the
availability of computers in university settings. Pioneering investigators like Harold B. Newcombe (1962)
recognized the utility of linking vital records data in studying human populations. The potential now exists
for extensive computerized record linkage in birth defects surveillance programs, allowing for the tracking of
children with a health-related condition from the point of identification through access to services. Many
computer-based systems already exist for documenting health care delivery, including diagnostic and
procedure codes. Birth defects surveillance records have been linked to many other public health program
databases. These include, for example, newborn screening to conduct epidemiologic studies, special
education data to predict the need for services for children with mental retardation, and early intervention
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program data to assess the overlap and utility of a birth defects surveillance program as a “child find”
resource.

In the final section of this chapter we describe a number of applications of these approaches that can serve as
models for states developing birth defects surveillance programs, as well as for programs considering
expansion of the current uses of their data. To date, the potential for applications of these types exceeds
available resources to support them and to overcome some of the obstacles discussed immediately below.

1.2.4 What are the barriers to collection and full utilization of birth defects
surveillance data?

While improved methods and technological advances have increased our ability to collect data, there have
been intensified efforts to protect the confidentiality of records and the information they contain. Many birth
defects surveillance programs — based both in health departments and in other institutions such as universities
— have encountered increasing concerns and pressures as a result of Health Insurance Portability and
Accountability Act (HIPAA) regulations and issues surrounding their interpretation and implementation. A
variety of HIPAA-related issues are discussed in Chapter 2 of these guidelines. Even though the HIPAA
regulations include public health exclusions regarding access to records without a patient’s consent,
programs have seen increased awareness and concerns on the part of hospitals and clinics reporting cases and
data. These concerns are magnified when a surveillance program attempts to expand data usage through
linkage to other databases covered under HIPAA regulations.

Prior to HIPAA, concerns often surfaced about data sharing among officials in different programs within the
same state agency or among programs located in different agencies. Such concerns were usually due to
program-specific regulations about data use. Program regulations frequently impede attempts to link records
between case-finding databases and service-delivery databases. As a result, attempts to meet the very
reasonable public health goal of ensuring access to services by those in need may be thwarted. Thus,
programs are strongly urged to consider strategies for surmounting these problems well in advance of
undertaking data collection and record linkage.
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1.3 Synopsis of Key Steps in Establishing State-Based Birth Defects
Surveillance Programs

In this section we outline some of the key steps in establishing a birth defects surveillance program. These
include:

Defining the objectives and purposes of the program
Considering legal issues
Engaging external support

Leveraging resources

YV V V V VYV

Considering record linkage

Time devoted upfront to serious consideration of these issues will be well spent and will ensure that the
resultant program is established on a firm footing.

1.3.1 Defining the Objectives and Purposes of the Program

The success of a birth defects surveillance program is likely to be highly dependent on the host agency’s
commitment and support. Without programmatic commitment and resource support at the agency level,
programs are apt to languish in circumstances that do not allow much beyond the collection and reporting of
data. In these situations, using data in ways other than the calculation of rates and their dissemination in
reports is usually not possible. Programs committed to expanding how birth defects surveillance data are
used must establish programmatic objectives and demonstrate to agency officials how the data could be used.
This involves prioritizing what uses would be of greatest utility in terms of meeting agency goals and
objectives, demonstrating (or “marketing”) to the agency how beneficial these data uses could be, and
working to achieve commitment of additional agency resources.

Another strategy for increasing support from the agency in which the surveillance program resides is to
gather support from other intra-agency programs and from external agencies that could benefit from the use
of birth defects surveillance data to meet their own programmatic goals. Often other programs and agencies,
given enough information about birth defects surveillance and the objectives of the program, will see
potential uses of the data that are beyond the current scope of the surveillance program.

There has been an increase in intra-agency collaboration during the last ten years through the availability of
federal support for data linkage and integration. A prime example of data collaboration would be linking
birth defects surveillance databases with Children with Special Health Care Needs (CSHCN) program
databases that collect data on program enrollment and services. These linked data sets could then be used to
evaluate the rates at which this long-term maternal and child health program is utilized. Such applications
have been accomplished in some states through grant support from the Maternal and Child Health Bureau
(MCHB) of the Health Resources and Services Administration (HRSA) and through cooperative agreements
with the Centers for Disease Control and Prevention (CDC). Interagency collaboration in linking birth
defects surveillance program databases with services databases (such as those for early intervention programs
or developmental disabilities) have begun in a few states. The benefits to be gained in this way —i.e., by
utilizing birth defects surveillance data as a means of identifying children eligible for special programs, such
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as early intervention — is clearly a “selling point” that can lead to additional resource allocation, either from
within the host agency for the birth defects program or from an external agency in need of the data.

Most birth defects surveillance programs experience cyclical problems with availability of state resources,
leading them to define precisely what they can and cannot do given the resources available to them. While it
is certainly necessary for programs to realistically budget their resources to ensure continued viability,
programs also need to engage both intra-agency and interagency support for their goals and objectives as a
means to maintain and expand a surveillance program. At a minimum, programs should allocate personnel
time to educate officials of their own agency and other agencies about birth defects surveillance and its
importance and potential uses in the public health field.

1.3.2 Considering Legal Issues

To the extent possible, programs should consider the inclusion of references to data use in the legislation that
authorizes birth defects surveillance. Given the relative ease with which rules — as compared to laws — can be
changed, it is generally desirable to make references to potential data uses for surveillance data more general
in the statute and more specific in the rules. Rules and regulations that refer to the authorizing statutes are the
obvious choice as to where best to specify detailed uses to which surveillance data will be put. Relevant
issues and legal considerations are discussed extensively in Chapter 2 of these guidelines.

1.3.3 Engaging External Support

Beyond seeking intra-agency and interagency support for a new surveillance program or for expansion of an
existing surveillance program, program staff should also seriously consider means to attract the support of
both non-governmental partnering organizations and the public.

Partnering organizations. The importance of building partnerships with organizations such as the local
March of Dimes can never be sufficiently stressed. In recent years, the success story of the birth defects
surveillance program in North Carolina is arguably without peer. The program has consistently credited the
partnership it built with the March of Dimes as a major contributor to its success in garnering additional
resources for the program. In Texas, the March of Dimes was also instrumental recently in restoring funds to
maintain the Texas Birth Defects Monitoring Division, funds that had not been requested in the budget put
forward by the Texas Department of Health. These kinds of partnerships should be entered into with clear
and consistent agreement among the players regarding the objectives of the program relative to data usage,
prioritization of data uses, and planning toward future applications of the data. In other words, the
contribution of organizations such as the March of Dimes can be beneficial from the design of data
utilization plans through to the reporting of actual outcomes.

Advisory committees with agency, organizational, and public representation, including political officials, are
another means of obtaining input regarding uses of birth defects surveillance data. The available computer
technologies such as listservs and webpages decrease the need for face-to-face meetings among interested
parties, while increasing the frequency with which information about a program can be communicated and
feedback solicited. New ideas about potential uses to which a program’s data can be put and the resources
needed to accomplish programmatic activities can be shared with advisory committee members for
immediate feedback as to the feasibility of the idea and its potential for success.

Programs should create opportunities for formal input from advisors on a regular basis to ensure the
availability of support in times of fiscal crises. Advisory group members’ knowledge of surveillance data
collection activities and uses for surveillance data can be critical to securing resources for a program in times
when limited resources require justification for program continuation.
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Public involvement. Birth defects surveillance programs generally have not engaged consumer and parent
participation other than through advisory group representation. Members of the public, including parents of
children identified through these programs, are often not well informed about public health surveillance
activities. If not already doing so, birth defects surveillance programs should engage both consumers — here
defined as adults with birth defects, and parents and caretakers of children with birth defects — in the
planning and implementation of any and all programmatic changes. There are a number of advocacy and
parent support groups, such as the Spina Bifida Association of America, Family Voices, and the Alliance of
Genetic Support Groups, that can play important roles in planning and conducting birth defects surveillance
programs.

Programs should embrace the concept of participatory action research (PAR) (Whyte, 1991). PAR is a way
to obtain public input into programmatic activities from design though dissemination of results. PAR ensures
input from the community members most affected by potential data uses. Again, as discussed with respect to
advisory group input, computer technology can be immensely beneficial in obtaining feedback on new
initiatives and more importantly in soliciting input about programmatic activities from community members.

1.3.4 Leveraging Resources

For birth defects surveillance, as for other public health surveillance programs, the ways in which data are
used will influence continued availability of program resources. In the age of evidence-based medicine and
increased emphasis on demonstrating program efficacy for continued support, birth defects surveillance
programs should work toward expanding data use. Fiscal trends in states suggest that the likely survivors in
times of increasingly fewer tax-based resources will be programs that adapt by reinventing themselves in
terms of data utilization. While emphasizing the application of surveillance data to improving human
services and then evaluating their impact will not ensure the survival of a program, it should increase its
chances.

Surveillance programs (particularly those housed in health departments) may be given adequate resources for
data collection and management, but often do not have adequate personnel or resources for data analysis
beyond simple descriptive reporting. Program managers and staff often use lack of adequate resources as an
excuse to minimize the number of new initiatives they undertake, but this may well be a short-sighted
approach. We have already discussed the importance of partnerships, advisory groups, and public
involvement in increasing the probability of acquiring additional resources. While programs must,
realistically, work within the limits of available resources, partnerships with agencies and institutions can
represent a means to extend and enhance programmatic achievements. Universities, particularly those with
public health training programs or medical schools, will have faculty and trainees potentially interested in
birth defects. What a birth defects surveillance program lacks in resources for data analysis and research
often can be compensated for through partnerships with interested faculty members willing to direct student
theses and dissertations that focus on birth defects. New programs and programs that do not currently have
such partnerships should give serious consideration to forming these types of collaborations, which can lead
to additional resources through contracts and grants.

1.3.5 Considering Record Linkage

As touched upon in Section 1.3.1, the potential to link records and consolidate information from different
databases contributes to the public health applications of surveillance data. For example, data from birth
defects surveillance programs can be used to determine whether reported cases of birth defects represent
existing cases in other databases, such as records in interdisciplinary clinics and schools with programs to
assist children with disabilities. The ability to link records on individuals in more than one database can
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streamline the treatment and referral processes and help maintain a certain level of fidelity and trust in
prevalence data. Record linkage can streamline the research process by consolidating several different
databases. Another utility of record linkage is the ability to supply crucial data required for various research
efforts. Specifically, the data located in one database can be used to elicit information from a second.
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1.4 Uses of Surveillance-based Birth Defects Data

Most US states have implemented birth defects surveillance programs that monitor and disseminate
information regarding birth defects. Public health staff and researchers nationwide have used these data in a
variety of ways. The actual and potential uses of birth defects data are discussed and exemplified in the
following sections. Data from birth defects surveillance programs can be employed to define the magnitude
of a problem, to support research, as well as to assess the efficacy of prevention and treatment, playing a key
role in the core public health function of assessment (Institute of Medicine, 1988).
For convenience, the uses of birth defects surveillance data can be grouped into the following categories:

» Prevalence studies
Epidemiologic studies
Mortality assessment
Needs assessment for services

Referral to clinics and services

Program evaluation

YV V. V V V V

Clinical research

Each of these categories of use will be discussed in further detail below. While comprehensive coverage of
works in each of these categories is beyond the scope of this chapter, we have selected published studies that
exemplify the kinds of research that can be conducted in each category. Naturally, what an individual
program is able to do depends ultimately on its goals and objectives. When programs are faced with limited
resources to conduct data analysis and research, collaborations with universities or contractors with
epidemiologic expertise can often yield mutually satisfactory results.

1.4.1 Prevalence Studies

A common use of data produced by birth defects surveillance programs is to describe the occurrence
(prevalence at birth) of the monitored conditions. Such uses of surveillance data include identification of
trends in birth defects occurrence, definition and evaluation of clusters of congenital defects, and assessment
of the need for resources and interdisciplinary services.

Khoury et al. (1986) is an example of an early study by a state surveillance program that used data in this
way. This study was the outcome of a partnership between the state health department-based surveillance
program and university-based researchers. Khoury and co-workers used 1984 data collected from the
Maryland Birth Defects Reporting and Information System (BDRIS) to determine rates of occurrence and to
identify potential trends. The prevalence at birth of “sentinel” defects, as determined from the Maryland
BDRIS data, was 52.7 per 10,000 qualified births. Furthermore, trends in the occurrence of several specific
birth defects were identified. The study revealed an association of low birth weight and prematurity with
birth defects, an association between twinning and the rate of birth defects, racial differences in the
prevalence of neural tube defects, and a relationship between Down syndrome and advanced maternal age.
The importance of determining prevalence at birth is that the data can be compared with similar data
collected from other birth defects monitoring systems to assess differences in rates that may exist among
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surveillance areas and to direct further research efforts in an attempt to identify the reasons behind the
differences.

An example of a more recent prevalence study is one reported by Ethen and Canfield (2002), who
investigated the effects of including elective pregnancy terminations, prior to 20-weeks gestational age, on
birth defects prevalence. In many surveillance programs, pregnancies ending prior to 20 weeks gestational
age, including elective terminations, are not ascertained to be included among reported cases. The
researchers concluded that when elective terminations at less than 20 weeks were considered, the prevalence
of some congenital defects increased, while others remain unchanged. Specifically, anencephaly, spina
bifida, and encephalocele increased substantially, while cleft palate did not change. The underlying
assumption is that pregnancies resulting in debilitating or potentially terminal conditions are more likely to
be terminated electively than those resulting in less severe or treatable malformations.

These two studies show the potential usefulness of prevalence data to reveal important trends and
associations. These types of data often provide the impetus to initiate subsequent research. A consequence of
producing birth defects prevalence data is that it frequently opens other avenues of exploration. Quite simply,
without basic prevalence data to lead inquiry, many research investigations never would be conceptualized,
much less carried out.

1.4.2 Epidemiologic Studies

Cases from birth defects surveillance programs have played key roles in conducting etiologic research in the
United States and internationally. Cases from the Metropolitan Atlanta Congenital Defects Program
(MACDP) have provided the basis for numerous research studies that have shed light on both the causes
(Khoury et al., 1982; Oakley, 1984; Erickson, 1991; Dott et al., 2003) and prevention (Roberts et al., 1995;
Olney et al., 2002) of birth defects. Similarly, the California Birth Defects Monitoring Program (CBDMP)
has been the source of cases and etiologic research that has resulted in dozens of seminal papers on a variety
of specific congenital malformations and their risk factors (Croen et al., 1991; Shaw et al., 1996; Ritz et al.,
2002). Other state programs have contributed cases for epidemiologic studies leading to a growing number of
multi-state investigations of specific risk factors (for example, Olney et al., 1995). Reference to the annual
report of the International Clearinghouse for Birth Defects Monitoring Systems (International Centre for
Birth Defects, 2002) demonstrates the large number of studies based on individual surveillance systems and
collaborative projects among programs.

An example of an early methodological study, based on surveillance data, is a study by Khoury et al. (1988)
that assessed the patterns of maternal residential mobility between conception and delivery. The authors’
rationale was that most epidemiologic studies of environmental risk factors are based on maternal residence
at the time of delivery. Such an assessment would be invalid, however, in instances where the mother had
moved prior to delivery. The researchers examined demographic data for infants born with congenital
defects. Both the demographic data as well as the birth defect data were taken from the Maryland BDRIS in
1984. The researchers concluded that, on average, 21% of all mothers whose pregnancies resulted in a child
affected by one of the birth defects included in the Maryland BDRIS had moved between conception and
delivery. This is important for several reasons. First, it is well understood that the effects of environmental
teratogens occur early in embryogenesis; so assessing the influence of environmental exposures must be
related temporally to conception. In addition, potential exposures to teratogenic environmental factors could
possibly be misrepresented if examined at delivery rather than around the time of conception. Maternal
mobility could also skew data regarding geographic clusters of birth defects. This study was made possible
because the Maryland BDRIS determines the residence of the mother not only at the time of delivery, but
also at the time of conception. This is an important aspect of the Maryland BDRIS that is not common to all
birth defects surveillance programs.
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Examples of surveillance-based etiologic research of associations between maternal exposures and
congenital defects include studies of cigarette smoking and orofacial clefts. Among the earliest research
efforts investigating this association was a study by Khoury et al. (1987) using data collected in 1984 from
the Maryland BDRIS. A case-control study examined the history of cigarette smoking among mothers of
infants with orofacial clefts and a group of control mothers. The researchers concluded that odds ratios for
cleft palate (2.39, CI 1.04-5.45) and cleft lip with and without cleft palate (2.56, CI 1.13-5.78) were increased
for women who smoked. Furthermore, the researchers identified a dose-response effect. Khoury and his co-
workers also took into account possible confounding factors, including race, gender, residence, maternal age,
parity, and several pregnancy exposures or complications. None of these affected the results significantly.
This is a classic example of how surveillance-based birth defects data can be used to examine etiologic
factors through the use of simple epidemiologic techniques. Sometimes the importance of earlier
epidemiologic studies is not appreciated when comparing them to more recent research. It is worth noting
that the association between maternal cigarette smoking and orofacial clefts has been corroborated through
more recent studies using several surveillance-based investigations. The paper by Khoury et al. (1987) has
been cited in many contemporary research publications (Shaw et al., 1996; Lieff et al., 1999).

Some states have used surveillance data to look for associations between environmental factors that are
known to cause specific birth defect syndromes and other birth defects. For example, maternal alcohol use
during pregnancy is a known cause of the fetal alcohol syndrome, but its role in more common, isolated,
craniofacial defects is not well understood. A population-based, case-control study of orofacial clefts was
conducted in Iowa based on births from 1987-1991 (Munger et al., 1996). Cases were identified by the lowa
Birth Defects Registry and classified as having a cleft lip with or without cleft palate (CLP) or cleft palate
only (CP) and as to whether the cleft was isolated or occurred with other birth defects. Controls were selected
from normal Iowa births. Maternal alcohol use during pregnancy was classified according to self-reported
drinks consumed per month. Compared to women who did not drink alcohol during pregnancy, the relative
odds of isolated CLP rose with increasing level of maternal drinking as follows: 1-3 drinks per months, 1.5;
4-10 drinks per month, 3.1; more than 10 drinks per month, 4.7 (chi-square test for trend, P = 0.003).
Adjustment for maternal smoking, vitamin use, education, and household income did not substantially alter
the results. No association was found between alcohol use and isolated cleft palate or clefts in children with
multiple birth defects. Based on these data, alcohol use during pregnancy may be a cause of isolated cleft lip
with or without cleft palate.

As described, epidemiologic investigation is an important area of research supported by birth defects
surveillance data. In the past, this research effort primarily focused on environmental exposures as possible
etiologic factors. However, with the recent explosion of molecular genetics and a more thorough
understanding of molecular biology, the avenues of epidemiologic investigation have widened significantly.
Investigators now have an enhanced ability to examine the contributions of both maternal and fetal genotypes
to disease risk. Examination of the interplay between genetic predispositions/susceptibilities and
environmental exposures is a growing area of study, with potential major implications with respect to
understanding birth defects etiology. This is illustrated by the genetic component of the National Birth
Defects Prevention Study, a multicenter case-control study being conducted by CDC and participating state
surveillance programs (Yoon et al., 2001; Rasmussen et al., 2002).

Continuing with the study of the association between smoking and clefts, epidemiologic studies have focused
on the relationship between certain alleles of a transforming growth factor and maternal cigarette smoking
with regard to risk of orofacial clefts. The most promising associations are seen in polymorphisms of the
transforming growth factor alpha (TGFa) gene taql and maternal cigarette smoke exposure. An example is a
study by Hwang et al. (1995), supported by surveillance data, that examined this association. The data on
infants born with orofacial clefts were taken from the Maryland BDRIS. The Maryland BDRIS was not only
able to supply cases of orofacial clefts, but also information about maternal prenatal behaviors, including
maternal smoking during pregnancy. Cases were genotyped and screened for the rare C2 taql polymorphism.
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The researchers concluded that the C2 genotype, combined with maternal smoking, significantly increased
the risk of orofacial clefts. Using data collected through a birth defects surveillance program, they were able
to identify a possible interaction between an environmental exposure and a genetic predisposition with
respect to risk for orfacial clefts.

Studies like this represent another generation of epidemiologic research. The power of these molecular
epidemiologic studies lies in their ability to elicit possible etiologies of birth defects beginning with
prevalence data, demographic information, and biologic samples. While the epidemiologic research methods
have evolved significantly, the ultimate goal of these studies has remained constant: namely, to identify,
define, and associate birth defects with possible etiologic factors. The development and application of
molecular genetic methods serve as stepping stones to future research based on surveillance-derived cases.

1.4.3 Assessing Mortality Associated with Birth Defects

A 1995 Texas study assessed survival rates for selected birth defects among babies born between January 1,
1995 and December 31, 1997, by linking two databases: the state’s active birth defects registry and the infant
death registry (Nembhard et al., 2001). The goal of the study was to determine mortality among cases with
various birth defects identified through the birth defects surveillance system by matching those cases against
infant death files. Specifically, the researchers found the birth defects with the lowest survival were
anencephaly (0%) and trisomy 13 (7.4%), while the birth defects with the highest survival were gastroschisis
(92.9%) and trisomy 21 (92.3%). These survival data were only for the first year of life.

Another example of a mortality study is that carried out by Druschel et al. (1996), who examined infant
mortality among children with orofacial clefts, comparing their mortality rates to those of children with no
congenital malformations. In the absence of malformations in other organ systems (isolated clefts), mortality
was not increased among children with orofacial clefts. The study revealed, however, that many children
with orofacial clefts have other malformations that increase their risk of death. These findings suggest the
need for careful evaluation of possible additional malformations among children with orofacial clefts as these
children may be at higher risk of death.

1.4.4 Estimating the Need for Services

Estimating service needs based on birth defects prevalence has significant direct social consequences.
Accurately predicting the demand for various interdisciplinary clinics and social and educational services is
critical for children born with birth defects. Estimating future service needs allows for capacity building to
ensure that necessary resources will be accessible and that appropriate professionals will be available to
provide the services.

Brewster et al. (1992) linked demographic and diagnostic data from1980 — 1982 in a birth defects
surveillance program database (the Arkansas Reproductive Health Monitoring System) with education
databases. The data were first used to estimate the percentages of infants with specific birth defects who were
at risk for developmental disabilities and mental retardation. Once prevalence rates were determined, two
clinicians estimated the various services that would be needed by children with the various birth defects most
likely to contribute to developmental disabilities. This included academic and other services these infants
would require as they matured. The researchers estimated that between 32% and 56% of all children in
schools who were classified as mentally retarded were also identified by the Arkansas Reproductive Health
Monitoring System.
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This study showed that recognition of children with mental retardation, who were also identified years earlier
as having congenital defects, allowed researchers to refine their estimates of the birth defects that will
contribute most significantly to mental retardation in school-aged children. This is useful in improving the
ability of health care professionals to predict accurately future needs of the current cohort of newborns with
birth defects.

1.4.5 Referral to Services

Information collected as part of birth defects surveillance can be used to refer specific children and their
families to appropriate services. Established referral networks serve as a resource for children and their
families to learn about available medical services, community programs, and social support. Affected
children and their families can be connected with appropriate services in a timely fashion.

Many papers have been written detailing the process of identification and ultimate service referral. One of
the first papers on this topic comes from the Maryland BDRIS, where investigators examined the referral of
children identified with orofacial clefts through the surveillance program to the Maryland Crippled
Children’s Service Program in the 1960s (White, 1981). This study examined referral rates to services. A
more recent paper on referral and treatment patterns for orofacial clefts comes from Florida, where referral
and treatment patterns of live-born Florida infants diagnosed with orofacial clefts identified through the
Florida Birth Defects Registry were determined (Williams et al., 2003).

Another example is a paper describing service referrals in Colorado that use birth defects data taken from
their birth defects surveillance program (Montgomery and Miller, 2001). The Community Notification and
Referral Program (CNRP), operating from within the state’s health department, uses birth defects data to link
affected infants with an organization that can refer them and their families to agencies and interdisciplinary
clinics. In 1998, 259 families were referred for services as a result of being identified through the birth
defects registry. There are a number of services to which patients are commonly referred, including
developmental screening and evaluation, public health programs, early intervention programs, financial
assistance, parenting classes, medical services, recreational programs, and family support groups.
Additionally, the effectiveness of this program has been assessed through the use of surveys and
questionnaires.

A review of the use of surveillance data relative to provision of early intervention services can be found in a
recent paper on identification and referral programs by Farel and colleagues (2003). Having agencies use
birth defects data to link patients with appropriate services is a critical data use that has immediate and direct
impact on the lives of those affected. Although epidemiologic and laboratory efforts may illuminate
etiologies and possible preventive measures for future use, the fact remains that effective therapeutic efforts
in the present can significantly improve the lives of persons with birth defects; scientific studies take years to
complete and primarily aid future patients. Meanwhile, there are people who require immediate assistance,
and service referral is an important mechanism through which they can receive that help.

1.4.6 Program Evaluation

Another use of birth defects surveillance data is program evaluation. Typically, this use is employed
subsequent to research efforts, many of which were also based on surveillance data and may represent a
baseline from which post-intervention improvement can be measured. Program evaluation is a valuable and
desired area of activity with important scientific, academic, social, and policy applications. Program
evaluation can focus on different aspects of surveillance program activities, such as case referrals and clinical
interventions. First, evaluating a program for service referral can give investigators information on the
efficacy of their referral agencies or the appropriateness of the services offered. Second, evaluating clinical
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intervention studies allows researchers to assess both the effectiveness of the intervention and the validity of
their clinical assumptions.

One study involving program evaluation of a clinical intervention using birth defects surveillance data was
performed in Nuevo Ledn, México (Martinez de Villarreal et al., 2002). The investigators assessed the
effectiveness of a folic acid campaign in reducing the occurrence of neural tube defects. Investigators first
developed a base rate for neural tube defects prior to administration of the folic acid and counseling services.
An intervention was then initiated that included five mg of folic acid supplementation per week, as well as
counseling and social services. After 28 months, the rates of neural tube defects were ascertained again.
From the baseline in 1999 (95 cases of neural tube defects), neural tube defects declined by 50% in the next
two years (59 cases in 2000, 55 cases in 2001).

This study illustrates the wide range of uses for birth defects surveillance data in evaluation. First, data were
used to assess an initial rate of neural tube defects and at the conclusion of the intervention to assess its
appropriateness and efficacy. In addition, the study demonstrated the efficacy of folic acid supplementation
in reducing the occurrence of neural tube defects and the fact that the methods of administration were
clinically appropriate and effective.

In another example of the use of surveillance data in program evaluation, Meyer and Oakley (2000) used
data from the North Carolina Birth Defects Monitoring Program to assess the folic acid fortification
mandates of the federal government. The results suggested that the decline in the occurrence of neural tube
defects was marginal and not the predicted 50% decrease. The authors’ recommendation was to increase the
folic acid fortification standards on a national level.

1.4.7 Clinical Research

Recently a group of researchers in the United Kingdom carried out surveillance in one Health Region using
multiple sources to identify all individuals with specific conditions (Holland et al., 1998; Whittington et al.,
2001). The condition the researchers captured that is of greatest relevance to birth defects is Prader-Willi
syndrome (PWS). The first step was to conduct population-based surveillance in the Cambridge Health
District (eight English counties with a base population of 280,000 individuals) (Whittington et al., 2001). The
birth prevalence of PWS was estimated to be 1:22,000 and the mortality rate more than 3% per year. The
next step was to carry out population-based clinical research about phenotypic features, including the
prevalence of behavioral and health problems in PWS. Clarke et al. (2002) reported the prevalence of
compulsive and similar behaviors among individuals with PWS in this population. Butler et al. (2002)
presented data on the prevalence of comorbidities in PWS that could contribute to reduced life expectancy
for persons with this condition. Most recently Holland et al. (2003) reported on the specific behaviors that
comprise the proposed behavioral phenotype in PWS.

Although this work represents a non-traditional method of surveillance compared to state surveillance
programs in the United States, it is important in terms of clinical research that has been conducted and the
potential for conducting similar work using state-based surveillance data. A major advantage of these clinical
studies is that they are population based. Even though all individuals identified through the surveillance work
did not participate in the collection of behavioral and health data, the sample of individuals with PWS who
participated in the clinical research can be compared to the total population of ascertained individuals to
evaluate how representative the sample is of individuals in the Health Region who have PWS. Usually this is
not possible using common methods of clinical research.
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1.4.8 Using Birth Defects Data in the Future

For the data collection process itself, abstracting methods continue to be refined. Quality assurance
procedures and ongoing training, aimed at increasing data accuracy and validity, are being implemented in
order to assure a certain level of fidelity and trust in the data collected. Improving and standardizing these
procedures are among the objectives of these guidelines.

The future uses of birth defects surveillance data are related to scientific advances in other areas of research.
Several developing scientific fields will utilize birth defects data in novel ways. For example, our
understanding of molecular biology has developed exponentially. With the successful sequencing of the
human genome, the resulting information will provide significant information on genetic factors influencing
disease risk. Consequently, these discoveries will be investigated for certain genetic regulatory mechanisms
and environmental triggers. Using birth defects surveillance data, investigators will be able to examine
possible environmental exposures that are etiologically associated with birth defects in the presence of a
particular genetic background. Discoveries of gene-environment interaction will allow researchers to
understand etiologic associations. Additionally, the way in which these environmental conditions regulate
gene expression will further illuminate these associations.

Future advancements in research supported by birth defects data will benefit from the integration of
electronic medical records. Current methods for obtaining birth defects data are laborious. They frequently
involve extensive abstraction procedures, reporting cases to the respective health department, entering the
abstracts into the database, and categorizing the data. These methods will be streamlined, as medical records
and birth defects surveillance systems are maintained electronically. This will have two general effects: first,
it will help facilitate the abstraction process by eliminating bulky charts containing information not
necessarily applicable to the birth defects surveillance program and, second, it will allow researchers to
access these information-rich databases more quickly and efficiently. Furthermore, database search functions
will allow researchers to identify cases of interest instantaneously without physically sifting through
thousands of reported cases. Ultimately, researchers will be given access to the electronic surveillance
database. Using surveillance systems researchers will able to search for cases of interest and refine their
cohort by filtering cases by demographics, location, or maternal prenatal behaviors. A study that currently
takes weeks to conclude would be completed in the course of several hours.

Researchers continuously find new and exciting uses of the data from birth defects surveillance programs.
Given the breakthroughs achieved through earlier studies using surveillance data, the possibilities of future
revelations are staggering. In their relatively short existence, birth defects surveillance programs have
changed the ways in which professionals view birth defects both clinically and socially. The importance of
the impact of birth defects surveillance programs on clinical and public health research cannot be overstated,
as such research is revolutionizing the way scientists, clinicians, and health care professionals approach,
treat, and manage infants affected by birth defects, while also advancing our understanding of preventive
measures.
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2.1 Introduction

Legislation supporting birth defects surveillance activities is important for several reasons. For example,
legislation serves to define the purposes of surveillance activities, specifies the kinds of data or
information to be collected, and designates who is responsible for this activity. The first birth defects
legislation was passed in New Jersey in 1926. During the past 20 years, the majority of states have
enacted legislation mandating reporting of birth defects to the health department. As of April 2004, 41
states had existing legislation or rule related to birth defects surveillance.

Although there are a number of advantages to having legislation that supports birth defects surveillance,
some limitations may also accrue. Early in their planning process, new or relatively new state programs

should consider both the benefits and the possible limitations of birth defects surveillance legislation. At
this early stage in a program’s development, the opportunity exists to advocate for and perhaps assist in

crafting clearly written, effective legislation that will serve the needs of the program in years to come.

In this chapter we discuss the distinction between the terms ‘legislation’, ‘regulation’, and ‘authority’
(Section 2.2); key elements of model legislation (Section 2.3); and federal laws that can affect birth
defects surveillance programs (Section 2.4). References cited in this chapter may be found in Section 2.5.

To assist those interested in drafting or revising state legislation concerning birth defects surveillance, we
append sample legislation from Arkansas, California, New Jersey, New York, Oklahoma, and Texas (see
Appendix 2.1). Additional appendices include a table of birth defects legislation (Appendix 2.2),
definitions used to determine ‘covered entity’ status under the Privacy Rule (Appendix 2.3), and an
excerpt from the text of the Health Insurance Portability and Accountability Act (Appendix 2.4).
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2.2 Legislation, Regulation, and Authority

‘Authority’ to mandate the reporting of birth defects to a surveillance program can be granted through
‘legislation’ or ‘regulation’. In this section we explore distinctions among these and other related terms.

Legislation is the process of enacting laws by a legislative body. The type of law depends on the
legislative authority granted. State legislatures and Congress have complex processes to enact legislation.
These processes vary from state to state. In the simplest terms, state and federal legislative bodies create
statutory law, also called a legislative act. These terms denote a bill that has been passed by one house in
a bicameral legislature. After enactment by both houses, the terms ‘law’ and ‘act” may be used
interchangeably. A statute is the formal written enactment of a legislative body, whether federal, state,
city, or county.

State and federal agencies are arms of the executive branch of the government. Such agencies have broad
power granted under state and federal law to make regulations that govern activities for which they are
responsible. Leaders of public health and other state agencies are not elected, but rather appointed by the
executive, usually the governor of a state. Under current public health legislation, public health authorities
may make regulations that can be mandatory, voluntary, directive, or prohibitive.

In sum, the term ‘legislation’ refers to a law enacted by an elected body, whereas ‘regulations’ are created
by agencies.

For an agency, such as a state public health department, to establish a regulation mandating the reporting
of birth defects, the health department must have the power or the authority to establish that type of
regulation. This power can be based on state law or on an act of the executive power of the state, such as
the governor. If the health department does not already have such regulatory power, then two options
exist, namely, proposing a state law mandating birth defects reporting or proposing a state law granting
authority to the health department to establish a regulation.

A state reporting law is straightforward and more democratic because it is enacted by elected
representatives and gives an agency clear power or authority to do whatever the law states. However, a
state reporting law also places the power to modify or change the law in the hands of the legislative body,
despite the fact that the legislature may not be well informed about public health matters. Because most
legislative bodies recognize the expertise of the people who run public health agencies, they generally
grant them the necessary authority to conduct their work properly. Thus, the legislative bodies of many
states have given the health department power to enact the regulations they deem necessary to protect the
public health and welfare.
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2.3 Key Elements of Model Legislation

Birth defects legislation should be considered early in the developmental phase of a surveillance program,
if possible. This allows for legislation to be written clearly to support facilitation of surveillance activities.
Language should be broad and flexible enough to cover all of the areas necessary to meet programmatic
objectives, yet not to be so vague as to be confusing or meaningless. Well-written legislation that
facilitates birth defects surveillance should address the key elements outlined in the Sections 2.3.1
through 2.3.8 below. These include:

» Designation of agency authority

Purpose and priorities

Access to data and records

Ability to share data while maintaining confidentiality
Terminology and definitions

Opt-out clauses

Advisory committee

YV V.V V V V V

Funding

2.3.1 Designation of Agency Authority

Model state legislation for birth defects surveillance should specify the agency that has the overall grant
of authority for the system. This authority usually resides within the department of health, which has the
power to enact rules and regulations, establish criteria for reportable conditions, and implement and
oversee procedures for reporting. In most cases, there is no need to detail the specific regulations in the
legislation. However, legislation should specify that the department has the authority to enact and enforce
the regulations.

2.3.2 Purpose and Priorities

The purpose of the program will drive decision-making about its scope and activities. The purpose will
also help states define outcomes, ages to be covered, and the most important sources of data to be
included. Language should clearly articulate what the system should do and what its priorities should be.
For example, Hawaii’s legislation contains the following language:

“The department of health shall establish the statewide birth defects program to:

1) Collect surveillance information on birth defects and other adverse reproductive
outcomes;

2) Report the incidence, trends and causes of birth defects and other adverse
reproductive outcomes;

3) Report information for the development of prevention strategies to reduce the
incidence of birth defects and other adverse reproductive outcomes; and

4) Develop strategies to improve the access of children with birth defects to health and
early intervention services.”” (Hawaii Revised Statutes, Chapter 321, §321)
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2.3.3 Access to Data and Records

Legislation should grant the birth defects surveillance program the authority to access hospital discharge
data and medical records or to require reporting with access for follow-up as needed. Legislation that
provides for access to medical records grants surveillance programs the opportunity to obtain more
complete and reliable reporting of birth defects, while also ensuring that surveillance data sets are large
enough to be useful to researchers and service providers.

California’s birth defects surveillance law states that:

*“... The director shall require health facilities, with 15 days’ notice, to make available to
authorized program staff the medical records of children suspected or diagnosed as
having birth defects, including the medical records of their mothers. In addition, health
facilities shall make available the medical records of mothers suspected or diagnosed
with stillbirths or miscarriages and other records of persons who may serve as controls
for interview studies about the causes of birth defects ...”” (California Health and Safety
Code, Part 2, Chapter 1, 8103830)

Legislation with mandated reporting should include language that allows a program to access medical
records for follow-up to ensure data quality. For example, New Jersey’s legislation stipulates that:

“The Commissioner of Health, in consultation with the Public Health Council, shall
require the confidential reporting to the Department of Health of all cases ...”

(New Jersey, Chapter 26:8-40.2)

Then, in its regulations, the department of health addresses the follow-up component:

“Every health facility and independent clinical laboratory shall allow access to, or
provide necessary information on infants with birth defects ...”” (New Jersey Rules,
Chapter 20, Subchapter 1, 8:20-1.2j)

2.3.4 Ability to Share Data While Maintaining Confidentiality

Legislation should specify who can have access to the data and how the confidentiality of the data will be
protected. Many states have specific guidelines regarding the use of data for research purposes, and
legislation may stipulate that persons who violate rules about data use or confidentiality are subject to
civil penalties. For example, Texas’ legislation states that:

““(a) Access to the central registry information is limited to authorized department
employees and other persons with a valid scientific interest who are engaged in
demographic, epidemiological, or other studies related to health and who agree in
writing to maintain confidentiality.

(b) The department shall maintain a listing of each person who is given access to the
information in the central registry. The listing shall include:

(1) the name of the person authorizing access;

(2) the name, title, and organizational affiliation of each person given access;
(3) the dates of access; and

(4) the specific purpose for which the information was used.
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(c) The listing is public information, is open to the public under the open records law,
Chapter 424, Acts of the 63rd legislature ... and may be inspected during the
department's normal hours of operation.” (Texas Health and Safety Code, Subchapter D,
§ 87.062)

2.3.5 Terminology and Definitions

Terminology should be defined clearly, but not in an overly narrow or restrictive manner. For instance, it
is more effective to specify surveillance for the general category of ‘birth defects’ rather than for a narrow
or finite list of specific defects such as spina bifida, anencephaly, Down syndrome, and so on.

The state of California defines birth defect as:

*“... any medical problem of organ structure, function, or chemistry of possible genetic or
prenatal origin.” (California Health and Safety Code, Chapter 1, 8103825 [a])

The legislation also specifies that health facilities are:

*“... general acute care hospitals, and physician-owned or operated in clinics ... that
regularly provide services for the diagnosis or treatment of birth defects, genetic
counseling, or prenatal diagnostic services.” (California Health and Safety Code,
Chapter 1 §103830)

Broader language is more flexible, inclusive, and comprehensive than narrow language and allows for
future modifications in program priorities or activities, whereas revising or amending narrowly written
legislation can be a lengthy and difficult process. Legislating surveillance of specific defects may prove to
be problematic in the long run as conditions change or as it becomes necessary or desirable to collect data
on additional defects or combinations of defects. Definitions should be in the agency’s regulations, not in
the enabling legislation.

2.3.6 Opt-out Clauses

In most cases, parental consent is not required in order for a surveillance program to be able to collect
data on children with birth defects from schools or health care providers. Some states, however, do
require written consent from parents. Because obtaining written consent from parents can be problematic,
some states handle this issue with an opt-out clause.

For example, Ohio’s opt-out clause states that the health department shall adopt rules that will:

“Establish a form for use by parents or legal guardians who seek to have information
regarding their children removed from the system and a method of distributing the form
to local health departments ... and to physicians. The method of distribution must include
making the form available on the internet.”” (Ohio, House Bill No0.534, § 3705.35[¢])

Opt-out clauses assume consent unless otherwise stated, allowing the surveillance program to collect data
unless a child’s parent or legal guardian submits a written request that their child’s information be
removed from the surveillance system. Opt-out clauses eliminate the need for providers and surveillance
program staff to obtain written consent from parents and contribute to more complete data collection.
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2.3.7 Advisory Committee

States that consider the potential impact of legislation in the planning stages of their programs have the
advantage of influencing the development of legislation that can support the overall growth and
development of the program. In some states, for example, legislation calls for establishing an advisory
committee to provide guidance and oversight for the design and implementation of birth defects
surveillance. Advisory committees made up of experts from fields such as epidemiology, hospital
administration, biostatistics, maternal and child health, and public health can develop recommendations
and provide the expertise necessary to ensure that the program meets well-defined standards and goals.
Some advisory committees also include parents of children with birth defects. For example, Vermont’s
legislation calls for the establishment of a ‘birth information council’.

““(a) The commissioner of health, in collaboration with the March of Dimes, shall appoint
a birth information council to advise on the need for and implementation of a
comprehensive, integrated, and confidential birth information system.

(b) The council shall be composed of nine members, who represent each of the following
interests:

(1) obstetrics and gynecology;

(2) pediatrics and genetics;

(3) the Vermont Children’s Health Improvement Program;

(4) a parent of a child with special medical needs;

(5) an adult with special medical needs;

(6) the commissioner of health, or his or her designee;

(7) the Family, Infant, and Toddler Program;

(8) the Vermont chapter of the March of Dimes; and

(9) the Vermont Program for Quality Health Care.”” (Vermont, H.636, § 5084)

2.3.8 Funding

Cost can be an impediment to establishing a birth defects surveillance system.

Some states have legislation mandating special funds to cover the operating expenses of their birth defects
surveillance program. Sources of special funds include marriage license, birth certificate, and newborn
screening fees. For example, lowa’s special fund is supported through birth registration fees:

“It is the intent of the general assembly that the funds generated from the registration
fees be appropriated and used as follows:

(1) Beginning July 1, 2003, and ending June 30, 2005 ... five dollars of each fee for
the birth defects institute central registry established pursuant to section 136A.6.

(2) Beginning July 1, 2005, ... ten dollars of each fee for the birth defects institute
central registry established pursuant to section 136A.6.”” (lowa Code, §144.13A)
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In summary, paying due consideration to how legislative language can affect the design, implementation,
and operation of the surveillance program and further ensuring that the birth defects surveillance program
itself has input into legislative language from the time the program is established can have a significant
impact on the long-term success of the program.
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2.4 Federal Laws

A broad range of federal laws must be considered when planning state legislation, local regulations, or
new birth defects surveillance programs. While state laws will govern most of the activities of the
program, the impact of federal privacy regulations must also be considered. Depending upon how the
birth defects program is structured, it may need to follow the Health Insurance Portability and
Accountability Act (HIPAA) discussed in Section 2.4.1, the Family Educational Rights and Privacy Act
(FERPA) discussed in Section 2.4.2, and other federal regulations such as the Privacy Act (Section 2.4.3),
the Public Health Service Act (Section 2.4.4), and the Freedom of Information Act (Section 2.4.5). The
following sections provide basic information about major federal laws that must be considered when
setting up a birth defects surveillance program. In Section 2.4.6 we discuss the supportive role that can be
played by state health officials or staff of the Centers for Disease Control and Prevention (CDC) in
conjunction with planning state legislation or local regulations for birth defects surveillance programs.

2.4.1 Health Insurance Portability and Accountability Act (HIPAA)

The Health Insurance Portability and Accountability Act was passed in 1996 to protect consumers of the
insurance industry. The Privacy Rule (or PR, also referred to as the Rule), which implements the Act,
became effective on April 14, 2001, and creates national standards to protect an individual’s medical
records and other personal health information, known as protected health information (or PHI). The Rule
gives patients more control over their health information and establishes appropriate safeguards that
health care providers and other covered entities (or CEs) must establish to protect the privacy of PHI.
Violators are subject to civil and criminal penalties if they violate patients’ privacy rights as stated in the
Privacy Rule. The Rule allows for disclosure of some forms of data for activities carried out by public
health authorities (or PHAS) but limits release of information to the minimum necessary for the purpose
of the disclosure. In addition, the covered entity may rely on the public health authority for what
constitutes the “minimum necessary’.

The Privacy Rule requires health care providers who are covered entities to provide information to
patients about their privacy rights and how their information can be used, to adopt clear privacy
procedures and adequately train employees in these procedures, and to designate an individual to be
responsible for seeing that the privacy procedures are adopted and followed. Privacy protections should
not, however, interfere with a patient’s access to health care or the quality of health care delivered.

Basic Provisions of the Privacy Rule That Affect Birth Defects Reporting

A state, county, or local health department that performs functions that make it a covered entity, or
otherwise meets the definition of a covered entity, may elect to call itself a hybrid entity. For example, a
state Medicaid program is a covered entity (i.e., a health plan) as defined in the Privacy Rule. Some health
departments operate health care clinics and thus are health care providers. If these health care providers
transmit health information electronically, in connection with a transaction covered in the HIPAA
Transactions Rule, they are covered entities.

Most of the requirements of the Privacy Rule apply only to the hybrid entity’s health care provider
component(s). If a health department elects to be a hybrid entity, there are restrictions on how its health
care component(s) may disclose protected health information to other components of the health
department. Birth defects surveillance components that provide genetic counseling and other types of
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health care services will most likely be required to comply with the Rule’s ‘covered entities’ provisions, if
they bill electronically for their services. (See 45 C.F.R. § 164.504 (a) — (c) for more information about
hybrid entities.)

For further information, see the definitions of ‘covered entity’, ‘health care provider’, ‘health plan’, and
‘health care clearinghouse’ in 45 C.F.R. §160.103. See also, the “Covered Entity Decision Tools” posted
at:

http://www.cms.gov/hipaa/hipaa2/support/tools/decisionsupport

Uses and Disclosures for Which an Authorization or Opportunity to
Agree or Object Is Not Required

Section 164.512 of the Privacy Rule sets forth the conditions under which a covered entity, as defined
previously, may disclose protected health information without the individual’s consent or authorization.
Below is a discussion of the application of the Rule to the birth defects surveillance system. The actual
text of the regulation can be found in Appendix 2.4.

Consent and notice. The US Department of Health and Human Services (DHHS) made changes to the
Privacy Rule effective August 14, 2002, to protect privacy while eliminating barriers to treatment. The
notice requirement was strengthened, making consent for routine health care delivery purposes optional.
The Rule requires covered entities to provide patients with notice of a patient’s privacy rights and the
privacy practices of the covered entity. The strengthened notice requires direct treatment providers to
make a good faith effort to obtain patients’ written acknowledgement of the notice of privacy rights and
practices. The modified Rule removes mandatory consent requirements while providing covered entities
with the option of developing a consent process that works for that entity. The Rule also allows consent
requirements already in place to continue, but does not mandate any particular standard.

In states where data collection for birth defects surveillance is ongoing and there is no mandatory
reporting law, it would be helpful to approach the data source with a request to have the public health
authority listed in the privacy notice that is provided to patients. Note, however, that this does not
circumvent the accounting provisions of the Rule for the covered entity.

Mandatory reporting — ‘Required by law’ versus ‘permitted’. Extensive discussion has ensued within
the public and private health care sectors regarding the need for mandatory reporting laws in states in
order for birth defect surveillance programs to collect data. Note that this section of the Rule, §164.512,
has two subsections.

(a) Standard: uses and disclosures required by law.

(b) Standard: uses and disclosures for public health activities.
Subsection (a) is the provision for disclosures that are required by law. If a state has a mandatory birth
defects reporting law, then this is the provision in the Privacy Rule that allows that law to remain intact.

The definitions in the section below explain what ‘required by law’ means under the Privacy Rule.
However, if a state health department meets the definition below of a public health authority, then the
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health department may have authority to collect birth defects data based on the department’s broad grant
of authority from the state to protect and promote health, prevent and control disease, or other activity.

As noted earlier, each state health department has specific authority granted it under the laws of that state.
Most health departments do have some regulatory authority and can, therefore, make birth defects
reporting mandatory under that authority. If the health department does not have the present authority to
make such a regulation, or conduct such activity, then the health department may request that this
authority be granted by the legislature, after which the department may promulgate its regulation. This
method is acceptable under the Privacy Rule.

The most significant distinction to make is that subsection (a) is for reporting required by law, whereas
subsection (b) is for reporting authorized by law. Although there is no definition of ‘authorized by law’ in
the Rule, DHHS has sought to make this point more clearly in the Preamble to the Rule (64 FR, page
59929):

“When we describe an activity as “authorized by law,” we mean that a legal basis exists
for the activity. The phrase ‘authorized by law’ is a term of art that includes both actions
that are permitted and actions that are required by law.”

In addition to this comment, new Office of Civil Rights (OCR) guidelines state:

“The HIPAA Privacy Rule permits disclosures that are required by law. Furthermore,
disclosures to public health authorities that are authorized by law to collect or receive
information for public health purposes are also permissible under the Privacy
Rule.”(OCR HIPAA Privacy Dec 3, 2002, http://www.hhs.gov/ocr/hipaa)

In short, public health authorities have two different paths by which to access data for surveillance, a
mandatory reporting law, or the regulatory or program authority to collect the data. (See Appendix 2.4 for
OCR HIPAA privacy regulation text.)

Data Sharing and Public Health Authorities

A public health authority that has either a mandatory reporting law, or a regulation, or some other grant of
authority to collect data under the previously discussed §164.512, may use those data in any way that is
permitted under state and federal law. Data that are collected by a third party, such as a university, under a
grant or a contract on behalf of a public health authority, such as the Centers for Disease Control and
Prevention (CDC), whether a bona fide agent or not of that health department, falls under the Privacy
Rule definition of a “‘public health authority’:

“*Public health authority’ means an agency or authority of the United States, a State, a
territory, a political subdivision of a State or territory, or an Indian tribe, or a person or
entity acting under a grant of authority from or contract with such public agency,
including the employees or agents of such public agency or its contractors or persons or
entities to whom it has granted authority, that is responsible for public health matters as
part of its official mandate.” (45 CFR §164.512(b)(1)(i))

The Rule does not comment on what the public health authority may or may not do with the data it has
legally collected. HIPAA seeks to regulate the release and use of protected health information by covered
entities, and a public health authority is not a covered entity under the Rule (unless they have designated
themselves as such). The grantee, holder of a cooperative agreement, or contractor conducting a public
health activity, as a public health authority, as defined above, may share the data in ways that comport
with all previously promulgated laws and regulations. Once data are in the possession of a public health
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authority, the Rule should not be an issue for the PHA because the Rule does not regulate the use or
disclosure of protected health information by a PHA.

A number of health departments have designated some of their components as covered components
because they provide health care as defined in the Rule. In this case, the entire health department may be
called a *hybrid entity’. The consequences for data sharing are the same as if the designated component,
or covered entity, were any other health care provider. The covered entity component of the health
department can share the data it collects from individuals with the non-covered PHA component of the
health department. The covered entity would have to provide the individual with the *notice of privacy
practices’, which would include information to the effect that the covered entity was sharing data with
other components of the health department. The covered component would also have to comply with all
other provisions of the Rule, including accounting for disclosures to public health authorities. Some
health departments may even provide consents to the individual based on the requirements of a state or
local requirement, or to increase public confidence in the health department.

Nor is the data-sharing that flows from a public health authority to a covered entity after data collection
regulated by the Privacy Rule. In cases where the public health authority wishes to refer a case to another
covered entity, such as a health care provider, for a public health intervention, and the covered entity may
report back its findings, remember that the definition of ‘public health activities” includes the following:

“A public health authority that is authorized by law to collect or receive such information
for the purpose of preventing or controlling disease, injury, or disability, including, but
not limited to, the reporting of disease, injury, vital events such as birth or death, and the
conduct of public health surveillance, public health investigations, and public health
interventions.” (45 CFR 8164512(b)(1)(i))

When requesting data from a covered entity, it is also important to note that even though public health
authorities are exempted from the need for the authorization of the person for disclosure, the covered
entity is only required to provide for the minimum necessary information to accomplish the public health
mission of the PHA. In addition, the covered entity may, under the Rule, reasonably rely on the
representation of the PHA for what constitutes the ‘minimum necessary’ information.

Some state grantees conducting birth defects and other kinds of surveillance funded by CDC have asked
what kind of proof of identification (ID) they need to show to the covered entity to assure them that they
are in fact a PHA and have the authority to obtain the data they seek from the CE. Business cards,
government identification badges, letterhead, or other types of official representation are sufficient.
Because there are so many different types of ID, DHHS chose to be very broad in this area by not

specifying one type.
Data Clearinghouses and Business Associates

Some state health departments do not carry out actual surveillance and data collection; instead, hospitals
voluntarily report birth defects data to a data collection entity or clearinghouse that compiles the data and
then reports the information in some form to the health department. In these cases, the hospital and
clearinghouse are required to execute a data use agreement, and the covered entity must disclose this
information in the privacy notice provided to patients. The clearinghouse may provide the data to the
public health authority under that Rule just as the covered entity could do, without the authorization or
consent of the person for purposes of public health activities, surveillance, and, under some
circumstances, research.
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Surveillance versus research under the Privacy Rule. Research is covered under a separate section of
the Privacy Rule. Unlike the public health authority provisions discussed above, the research provisions
do not exempt public health authorities from compliance with the Rule as research is not a public health
activity as defined in the Privacy Rule. The Rule defines research as:

“A systematic investigation, including research development, testing, evaluation,
designed to develop or contribute to generalizable knowledge.” (45CFR 164.501)

The recent revision in the Privacy Rule sought to bring the definition of ‘research’ in the Rule in line with
the definition for the same term in the Common Rule. The Common Rule definition of ‘research’ is the
one used by CDC (45 CFR 46.102[e]).

De-identified data use. For research purposes, a covered entity may always use or disclose health
information that has been de-identified (45 CFR 164.502(d) and 164.514[a]-[c]). The Rule has a very
strict definition of “‘de-identified’ that truly eliminates all possibility of re-identification of the individual.
However, a covered entity may enter into a data use agreement with a researcher that would allow the CE
to disclose to the researcher a limited data set for the purposes of research, public health, or health care
operations (45 CFR 164.514[e]). A limited data set is specifically defined in the Privacy Rule to exclude
certain direct identifiers; however, the limited data set contains sufficient geographical and vital
information — such as birth, death, admit and discharge data — that it can be very useful for birth defects
research. In addition, there are other specific requirements that must be included in the data use
agreement. These include:

» Stating the permitted uses and disclosures of the limited data set
» Limiting who can receive the data
» Requiring the researcher to agree to:
— Abide by and not violate a data use agreement
— Protect the data from re-disclosure
— Report any unauthorized use or disclosure
» Binding all contractors or agents to the data use agreement
» Refraining from identifying or contacting the individual
Another way to obtain access to protected health information for research without authorization from the
individual is to obtain documented Institutional Review Board (IRB) or Privacy Board approval for an
exemption (45 CFR 164.512[i][I][i]). This provision is most practical for conducting records searches
when use of de-identified data is not useful. There are extensive requirements under this section of the
Rule that must be adhered to. Another way to obtain access to data for research without authorization of
the individual is when preparing a research protocol preparatory to research (45 CFR 164.512 [i][I][ii]).

Except for these limited exceptions, the disclosure or use of protected health information for research
purposes requires the written authorization of the individual.
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2.4.2 Family Educational Rights and Privacy Act (FERPA)

The Family Educational Rights and Privacy Act (20 U.S.C. 8 1232g; 34 CFR Part 99) is a federal law that
protects the privacy of student education records. The law applies to all schools that receive funds under
an applicable program of the US Department of Education. There are some privately funded schools to
which FERPA does not apply.

FERPA gives parents specific rights with respect to their children’s educational records. These rights
transfer to the student when he or she reaches the age of 18 or attends a school beyond the high school
level. Students to whom the rights have transferred are defined as eligible students in FERPA.

» Parents or eligible students have the right to inspect and review the student’s education records
maintained by the school.

» Parents or eligible students have the right to request that a school correct records that they believe
to be inaccurate or misleading.

» Generally, schools must have written permission from the parent or eligible student in order to
release any information from a student’s education record.
However, FERPA allows schools to disclose those records, without consent, to the following parties or
under the following conditions (34 CFR 8 99.31):
» School officials with legitimate educational interest
Other schools to which a student is transferring
Specified officials for audit or evaluation purposes
Appropriate parties in connection with financial aid to a student
Organizations conducting certain studies for or on behalf of the school
Accrediting organizations
Appropriate officials in cases of health and safety emergencies

State and local authorities, within a juvenile justice system, pursuant to specific state law

V V V V V V V V

To comply with a judicial order or lawfully issued subpoena

Access to educational records can be necessary to a birth defects surveillance program for follow-up and
early intervention services. FERPA generally prohibits access to educational records without the prior
written consent of the parent or guardian.

Surveillance versus research under FERPA. For compliance with FERPA, there is no distinction made
between surveillance and research. The issue in FERPA is who holds the data and who wants access to
the data and why. The fact that the information in the educational record is medical, behavioral,
sociological, or psychological in nature in no way alters the inability to access the information without
parental consent. All information, other than student directory information, in an educational record
maintained by a school, regardless of the nature of the information, is considered to be an educational
record. It is important to note that HIPAA specifically states that nothing in HIPAA in any way alters
FERPA. As a result, FERPA, unlike HIPAA, defines its ‘protected records’ simply by who possesses
them, whereas in HIPAA the analysis of what is protected and the exceptions are more complex.
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2.4.3 Privacy Act

The Privacy Act of 1974, 5 U.S.C. § 552a (2000), which has been in effect since September 27, 1975, can
generally be characterized as an omnibus ‘code of fair information practices’ that attempts to regulate the
collection, maintenance, use, and dissemination of personal information by federal executive branch
agencies. However, the Act’s imprecise language, limited legislative history, and somewhat outdated
regulatory guidelines have rendered it a difficult statute to decipher and apply. Moreover, even after more
than 25 years of administrative and judicial analysis, numerous Privacy Act issues remain unresolved or
unexplored. Adding to difficulties in interpretation is the fact that many Privacy Act cases are
unpublished district court decisions. The general rule contained in the Privacy Act is:

“No agency shall disclose any record which is contained in a system of records by any
means of communication to any person, or to another agency, except pursuant to a
written request by, or with the prior written consent of, the individual to whom the record
pertains [subject to 12 exceptions].” (5 U.S.C. § 552a[b])

States have adopted similar laws that should be considered when drafting legislation for a birth
defects surveillance program. For further information, see the Department of Justice website at
http://www.doj.gov.

2.4.4 Public Health Service Act

The Public Health Service Act of July 1, 1944 (42 U.S.C. §201), consolidated and substantially revised all
existing legislation relating to the US Public Health Service, of which the CDC is a part. The Public
Health Service Act is a broad compilation of authorities under which CDC administers national and
international programs for the prevention and control of communicable and vector-borne diseases and
other preventable conditions. The Public Health Service Act is only applicable to federal agencies within
the Public Health Service.

Title 11 of the Public Health Service Act sets forth the general powers and duties of the Public Health
Service. Within this title, Sections 301, 307, 311, and 317 provide CDC and other agencies within the
Service with general operating authorities, including but not limited to:

» Encourage, cooperate with and render assistance to other appropriate public health authorities,
scientific institutions, and scientists in the conduct and promotion of activities relating to the
causes, diagnosis, treatment, control, and prevention of physical and mental diseases.

» Make grants-in-aid to universities, hospitals, laboratories, and other public and private research
institutions.

» Participate with other countries in cooperative endeavors in biomedical research, health care
technology, and health services research for the purpose of advancing the status of health sciences
in the United States.

» Cooperate with and assist states and their political subdivisions in the prevention and suppression
of communicable diseases and other public health matters.

In regard to provisions of the Public Health Service Act which promote, encourage, and influence
activities in the area of birth defects study and prevention, Section 317C was added to the Public Health
Service Act by the Children’s Health Act of 2000. Section 317C provides the general operating authority
for the National Center on Birth Defects and Developmental Disabilities (NCBDDD), a center within the
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CDC. This authority was recently renewed in accordance with the Birth Defects and Developmental
Disabilities Prevention Act of 2003. In part, Section 317C allows NCBDDD to:

» Collect, analyze, and make available data on birth defects and developmental disabilities.

» Operate regional centers for the conduct of applied epidemiological research on the prevention of
such defects and disabilities.

» Provide information and education to the public on the prevention of such defects and disabilities.

The Public Health Service Act is codified in Title 42 of the United States Code.

2.4.5 Freedom of Information Act 5 USC 8522 (FOIA)

All federal agencies are generally required under the Freedom of Information Act (FOIA) to disclose
records they maintain when requested in writing by any person. Most states have adopted state laws that
mirror the federal law. Therefore, it is important for a state birth defects surveillance program to be aware
of the state law and know which records they may have to provide to the public when requested.
However, federal agencies may withhold information pursuant to nine exemptions and three exclusions
contained in the statute, and states have generally adopted similar exemptions. The exemptions that are
most pertinent here are the FOIA exemptions 3 and 6.

Exemption Number 3:

Specifically exempted from mandatory disclosure by statute (other than the Privacy Act),
provided that such statute:

(i) Requires that the matters be withheld from the public in such a manner as not to
leave any discretion on the issue, or

(ii) Establishes particular criteria for withholding or refers to particular criteria for
withholding or refers to particular types of matters to be withheld.

This exemption is useful for protecting birth records in surveillance programs when the authorizing
legislation specifically exempts the information in the statute.

Exemption Number 6:

Personnel and medical files and similar files the disclosure of which would constitute a
clearly unwarranted invasion of personal privacy.

The FOIA applies only to federal agencies and does not create a right of access to records held by
Congress, the courts, or by state or local government agencies. Each state has its own public access laws
that should be consulted for access to state and local records. Each federal agency is responsible for
meeting its FOIA responsibilities for its own records. Likewise, each federal agency component is
responsible for processing FOIA requests for the records that it maintains. For more information and a list
of FOIA federal contacts, see the Department of Justice website at http://www.doj.gov.

Chapter 2 2-15 Legislation



NBDPN Guidelines for Conducting Birth Defects Surveillance rev. 06/04

2.4.6 Advocacy

In this section we discuss advocacy for the development and implementation of surveillance systems in
terms of both the state’s role and CDC’s role in such advocacy.

The role of the state in advocacy. State health officials and surveillance staff can be important partners
for advocates in the development and implementation of surveillance systems. While state employees
may be limited in terms of what activities they can participate in within advocacy, they can work together
with advocates throughout the process in order to create or improve birth defects systems. State officials
and health department surveillance staff bring planning, technical assistance, and an understanding of the
political environment to the planning and implementation process.

The role of the CDC in advocacy. The CDC can also work with states and with advocates to provide
technical assistance in the design, planning, and implementation stages of a birth defects surveillance
system and can make recommendations for improving ongoing programs. CDC can also play a substantial
role in educating policymakers and the public about the benefits of a birth defects surveillance program.
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Arkansas Code of 1987 Annotated

Title 20. Public Health and Welfare

Subtitle 2. Health and Safety

Chapter 16. Reproductive Health

Subchapter 2. Arkansas Reproductive Health Monitoring System

20-16-201 Establishment- Purpose

a) The Arkansas Reproductive Health Monitoring System is established and is to be
administered within the Arkansas Children's Hospital.

b) The purpose of the system is to collect and analyze data from a number of sources
to describe trends in the occurrence of reproductive endpoints such as congenital
anomalies, fetal death, developmental disorders, etc., and to correlate those trends
and investigate and report on the suspected causes of unexpected deviations in
those trends.

History. Acts 1985, No. 214, § 1; A.S.A. 1947, § 82-4608.

20-16-202 Definitions

As used in this subchapter, unless the context otherwise requires:

1) "Board" means the technical advisory board established in § 20-16-204;

2) "Commission” means the advisory commission established in § 20-16-203; and
3) "System" means the Arkansas Reproductive Health Monitoring System.
History. Acts 1985, No. 214, § 3; A.S.A. 1947, § 82-4610.

20-16-203 Advisory Commission- Members- Functions
a) The Arkansas Reproductive Health Monitoring System shall be administered with the
advise of an advisory commission appointed to one-year renewable terms by the
Medical Director of the Arkansas Children's Hospital.
b) The functions of the commission are to:
1) Advise the medical director as to the adequacy of policies, procedures, and
performance of the system;
2) Appoint members of the board upon the recommendations of the medical
director;
3) Promote the purposes of the system and assist in identification of appropriate
funding sources;
4) Promote interagency cooperation toward the goals of this system;
5) Advise the medical director regarding requests for data dissemination; and
6) Review mechanisms ensuring the maintenance of the confidentiality of personal
data.
¢) This commission shall be composed of the following state agencies, professional
members, and public members:
1) The medical director of the Arkansas Children's Hospital,
2) The chancellor of the University of Arkansas for Medical Science;
3) The director of the Department of Health;
4) The director of the Department of Human Services;
5) The director of the Arkansas Department of Environmental Quality;
8) The director of the National Center for Toxicological Research;
7) One (1) representative of the Arkansas Medical Society;
8) One (1) representative of the Arkansas Academy of Pediatrics;
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9) One (1) representative of the Arkansas Society of Obstetrics & Gynecology;

10) One (1) representative of the Arkansas Hospital Association;

11) One (1) representative of the State Plant Board,;

12) Two (2) consumer representatives;

13) One (1) member from the Senate Public Health, Welfare, and Labor Committee
and one (1) member from the House Public Health, Welfare, and Labor
Committee; and

14) Up to four (4) additional members at large may be appointed.

d) Members of the commission who are not employees of the state may receive
expense reimbursement in accordance with § 25-16-901 et seq.

History. Acts 1985, No 214, §§ 4, 11; A.S.A. 1947, §§ 82-4611; Acts 1997, No. 250, §

188; 1999, No. 1164, § 173.

Amendments. The 1997 amendment rewrote (d). The 1999 amendment substituted

"Environmental Quality" for "Pollution Control and Ecology” in (c) (5).

20-16-204 Technical Advisory Board- Members- Functions

a) There shall be a technical advisory board whose function shall be to:

b) (1) This board shall be appointed to one-year renewable terms by the Medical
Director of the Arkansas Children's Hospital upon recommendation of the
commission and the director.

(2) It shall be comprised of a maximum of ten (10) regular members drawn from
fields of expertise such as: medicine, industrial hygiene and toxicology, agriculture,
environmental sciences, and epidemiology and statistics.

(3) At the discretion of the board and the director, ad hoc members of the board may
be appointed for specific periods to advise on special needs or problems, which have
been identified.

¢) Members of the board who are not employees of the state may receive expense
reimbursement in accordance with § 25-16-901 et seq.

History. Acts 1985, No 214, §8 5, 11; A.S.A. 1947, §§ 82-4612, 82-4618; Acts 1997, No

250, § 189.

Amendments. The 1997 amendment rewrote (c).

20-16-205 Director- Appointment- Power and duties
a) The Arkansas Reproductive Health Monitoring System shall be administered by a
director appointed by the Medical Director of the Arkansas Children's Hospital from
among the professional staff of the Arkansas Children's Hospital.
b) The director shall:
1) Supervise the work of the system and administer the budget;
2) Appoint and remove such other employees as may be necessary to perform the
duties and responsibilities of the system; and
3) Select and retain the services of consultants whose advice is considered
necessary to carry out the system's mandate.
History. Acts 1985, No 214, § 2; A.S.A. 1947, § 82-4609.
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20-16-206 Authority to contract for information

a)

b)

The Arkansas Reproductive Health Monitoring System is expressly authorized to
contract for the production of any information, which its technical advisory board
determines to be relevant to monitoring reproductive health from any department or
agency of the state.

Information shared under this section includes, but is not limited to, information
identified by the name or other personal identifier, including information concerning
any system by which such data or information is identified or classified if required to
decipher the information.

History. Acts 1985, No 214, § 6; A.S.A. 1947, § 82-4613.

20-16-207 Information confidential- Exception

The Arkansas Reproductive Health Monitoring System is expressly exempted and
prohibited from supplying any information by individual name or other personal
identifier or in a form other than a statistical report or other appropriate form which
protects the confidentiality of individuals except to any state agency or department
which originally supplied the information to the system unless both the originating
agency and the system grant release of this information for a specific purpose.

History. Acts 1985, No 214, § 7; A.S.A. 1947, § 82-4614.

20-16-208 Furnishing of information by hospitals

a)

b)

All hospitals with patient records containing information pertaining to reproduction
and development are required to share information in those records with the
Arkansas Reproductive Health Monitoring System.

No hospital shall be required to furnish information under this section until
appropriate reimbursement in return for the service has been determined by the
advisory commission and funds are available to pay the compensation.

History. Acts 1985, No 214, § 8; A.S.A. 1947, § 82-4615.

20-16-209 Furnishing of information by physician, clinic, etc.

a)

b)

Any physician, clinic, person, or organization may provide information relative to
reproductive health to the Arkansas Reproductive Health Monitoring System.

No liability of any kind or character for damages or other relief shall arise or be
enforced against any person or organization by reason of having provided the
information or by reason of having released or published the findings of the system in
order to reduce morbidity and mortality or to advance medical research or medical
education.

History. Acts 1985, No 214, § 9; A.S.A. 1947, § 82-4616.

20-16-210 Intergovernmental agreements

The Arkansas Reproductive Health Monitoring System shall have the power to enter
into agreements with neighboring states and the federal Centers for Disease Control
and Prevention consistent with the requirements and restrictions of this subchapter in
order to obtain relevant information for the system concerning Arkansas residents
who receive health-related services outside the state.

History. Acts 1985, No 214, § 10; A.S.A. 1947, § 82-4617.
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20-16-211 Funding and implementation

a) The Arkansas Reproductive Health Monitoring System shall have the power to
receive and expend grants, donations, and funds from public and private sources to
carry out its responsibilities under this subchapter.

b) The Arkansas Children's Hospital is not required to implement this system unless
sufficient funds are available as determined by the Medical Director of the Arkansas
Children's Hospital.

c) The system may be implemented in stages or phases.

History. Acts 1985, No 214, § 13; A.S.A. 1947, § 82-4620.

20-16-212 Reports
The Arkansas Reproductive Health Monitoring System shall periodically prepare
reports of its findings for dissemination to appropriate agencies and interested
persons.

History. Acts 1985, No 214 § 14; A.S.A. 1947, § 82-4621.

20-16-213 Rendering of patient care and regulatory activity prohibited
The Arkansas Reproductive Health Monitoring System is expressly prohibited from
rendering patient care, promulgating any rule or regulation, or engaging in any
regulatory activity.

History. Acts 1985, No 214, § 13; A.S.A. 1947, § 82-4620.

20-16-214 No actionable right, presumptions, or findings created

a) Persons other than the state or Arkansas Reproductive Health Monitoring System
shall not acquire any actionable right by virtue of this subchapter

b) A determination by this system that a source is suspected of causing adverse
reproductive health outcomes shall not create by reason thereof any presumption of
law or finding of a fact which shall inure to, or be for, the benefit of any person other
than the state.

History. Acts 1985, No 214, § 12; A.S.A. 1947, § 82-4619.
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Arkansas Code of 1987 Annotated

Title 20. Public Health and Welfare

Subtitle 2. Health and Safety

Chapter 16. Reproductive Health

Subchapter 4. Reproductive Health Information

20-16-402 Information from state agencies

a)

b)

c)

(1) Any bona fide appropriately licensed medical facility, including, but not limited to,
county hospitals, participating in recognized research in Arkansas and the federal
Centers for Disease Control and Prevention are expressly authorized to contract for
the production of any information relevant to monitoring reproductive health from any
department or agency of the state.

(2) Information acquired under this subsection (a) includes, but is not limited to,
information identified by name or other personal identifying information including the
methods by which the information was compiled or tabulated.

The University of Arkansas for Medical Sciences, Arkansas Children's Hospital, other
participating medical facilities as described in subsection (a) of this section, and the
federal Centers for Disease Control and Prevention are expressly prohibited from
supplying any information obtained pursuant to subsection (a) of this section by
individual name or other personal identifying information or in a form other than a
statistical report or other appropriately form which protects the confidentiality of
individuals.

Information obtained pursuant to subsection (a) of this section may be returned to
any state agency or department from which it was originally obtained.

History. Acts 1983, No 773, §§ 1, 3; A.S.A. 1947, §§ 82-4601, 82-4603.
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HEALTH

CHAPTER 1. BIRTH DEFECTS MONITORING

PROGRAM
Section
103825, Legislative findings and declaration.
103830, Collection of information; system
establishment; medical records.
103835, Scope of program; assessment of resources.
103840,  Investigative studies.
103845, Advisory committee; membership.
103850,  Confidentiality of information; research;
review and approval; civil penalty.
103855, Contract for establishment and

implementation of program.
Chaprer 1 was added by Srars 1995, ¢ 415(3.8. 1360), § 4.
Historical and Statutory Notes Legislative findings relating to
the nonsubstantive effect of Stats. 1995, ¢ 415 (S B. 1360}, and the
legislative intent not (o create any new rights, see Historical and

Stamtory Notes under Health and Safety Code & 100100,

§ 103825, Legislative findings and declaration

The Legislature hereby finds and declares that birth
defects, stillbirths, and miscarriages represent problems
of public health importance about which too little is
known; that these conditions lead to severe mental
anguish on the part of parents and relatives and
frequently to high medical care costs; and that a system
to obtain more information about these conditions could
result in development of preventive measures to decrease
their incidence in the future. Therefore, it is the intent of
the Legislature in enacting this section to accomplish all
of the following:

(a) To maintain an ongoing program of birth defects
monitoring statewide. “Birth defect” as used in this
chapter means any medical problem of organ
structure, function, or chemistry of possible genetic or
prenatal origin.

(b) To provide information on the incidence, prevalence,
and ends of birth defects, stillbirths, and miscarriages.

(¢} To provide information to determine whether
environmental hazards are associated with birth defects,
stillbirths, and miscarriages.
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(d} To provide information as to other possible causes
of birth defects, stillbirths, and miscarriages.

(e) To develop prevention strategies for reducing the
incidence of birth defects, stillbirths, and miscarriages.

() To conduct interview studics about the causes of
birth defects.

(g} To affirm the authority of the state department to
contract with a qualified entity to operate the birth
defects monitoring program statewide.

(Added by Stats. 1995, ¢. 415 (S B, 1360), § 4.}

Historical and Statutory Notes

Derivation: Former 10800, added by Stats. 1982 ¢. 204§ 1.
amended by Stats 1985 ¢ 1137, § 1; Stats 198%, c. 8§ 1;
Stats. 1990, ¢.122,8 1.

§ 103830. Collection of information; system
establishment; medical records

The director shall maintain a system for the collection
of information, necessary to accomplish the purposes of
this chapter. The director shall require health facilities,
with 15 days’ notice, to make available to authorized
program staff the medical records of children suspected
or diagnosed as having birth defects, including the
medical records of their mothers. In addition, health
facilities shall make available the medical records of
mothers suspected or diagnosed with stillbirths or
miscarriages and other records of persons who may serve
as controls for interview studies about the causes of birth
defects. If it is necessary to photocopy records made
available under this section, copying expenses shall be
paid by the state department.

“Health facilities” as used in this section means
general acute care hospitals, and physician-owned or
operated clinics, as defined in Section 1200, that
regularly provide services for the diagnosis or treatment
of birth defects, genetic counseling, or prenatal
diagnostic services.

(Added by Stats 1995, ¢ 415 (S B 1360}, §4.)
Historical and Statutory Notes
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§ 103835, Scope of program; assessment of resources

The birth defects monitoring program shall operate
statewide. It is the intent of the Legislature that the
adequacy of program resources shall be assessed
annually, and that the annval assessment shall include a
consideration of at least all the following factors:

{a) The numbers of births in the state.

{b)} The scope of program activitics.

(c) Any urgent situation requiring extraordinary
commitment of present or planned program staff
OF TESOUICes,

{Added by Stats 1995, ¢ 415 (5.B. 1360}, 5§ 4.)
Historical and Statutory Notes

Derivation: Former § 10802, added by Stats 1982, ¢. 204, § 1,
amended by Stats 1990, ¢. 122, § 4.

§ 103840. Investigative studies

The director shall use the information collected
pursuant to Section 103830 and information available
from other reporting systems and health providers to
conduct studies to investigate the causes of birth defects,
stillbirths, and miscarriages and to determine and
evaluate measures designed to prevent their occurrence.
The department’s investigation of poor reproductive
outcomes shall not be limited to geographic, temporal, or
occupational associations, but may include investigation
of past exposures.

(Added by Stats. 1995, ¢. 415 (S B.1360), § 4.)
Historical and Statutory Notes

Derivation: Former § 10803, added by Stats 1982, ¢, 204, § 1,
amended by Stats 1990, ¢. 122, § 7.

§ 103845. Advisory commitlee; membership

The director shall appoint an advisory committee o
advise on the implementation of this chapter. Each of
the disciplines of epidemiology, hospital administration,
biostatistics, maternal and child health and public health
shall be represented on the committee. At least one of
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the members shall be a representative of the
manufacturing industry.

(Added by Stats 1995 ¢ 415 (S B.1360), §4.)
Historical and Statutory Notes

Derivation: Former § 10804, added by Stats 1982, ¢. 204, § 1.
amended by Stats 1990, ¢. 122, § 8.

& 103850, Confidentiality of information; research;
review and approval; civil penalty

{a)} All information collected and analyzed pursuant
to this chapter shall be confidential insofar as the
identity of the individual patient is concerned and shall
be used solely for the purposes provided in this chapter.
Access to the information shall be limited to authorized
program staff, and persons with a valid scientific
interest, who meet qualifications as determined by the
director, who are engaged in demographic,
epidemiological or other similar studies related to health,
and who agree, in writing, to maintain confidentiality.

(b} The department shall maintain an accurate record
of all persons who are given access to the information in
the system. The record shall include: the name of the
person authorizing access; name, title, and organizational
affiliation of persons given access; dates of access; and
the specific purpose for which information is to be vsed.
The record of access shall be open to public inspection
during normal operating hours of the state department.

(¢} All research proposed to be conducted by persons
other than program staff, using the information in the
system, shall first be reviewed and approved by the
director and the State Committee for the Protection of
Human Subjects. Satisfaction of the terms of the
director’s rules for data access shall be deemed to
establish a valid scientific interest for purposes of
subdivision {(a), entitling the researcher to review records
collected pursuant to Section 103830 and to contact case
subjects and controls.

(d) Whenever program staff, pursuing program
objectives, deems it necessary to contact case subjects
and controls, program staff shall submit a protocol
describing the research to the director and to the State
Committee for the Protection of Human Subjects. Once
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a protocol is approved by that committee, program staff % substantial completion, and shall not be offset against
shall be deemed to have established a bona fide any funding for the subsequent fiscal year.

research purpose, and shall be entitled to complete the (Added by Stats 1995, . 415, (S B.1360), § 4

approved project and contact case subjects and controls
without securing any additional approvals or waivers
from any entity.

Historical and Statutory Notes
Derivation: Former § 10806, added by Stats. 1985, ¢ 1147, § 2,
amended by Stats 198%, ¢ 8, § 5; Stats 1900, ¢ 122, § 10.

(e) Nothing in this section shall prohibit the
publishing by the department of statistical compilations
relating to birth defects, stillbirth, or miscarriage that do
not in any way identify individval cases or individval
sources of information.

(£ Any person who, in violation of a written
agreement to maintain confidentiality, discloses any
information provided pursuant to this section, or who
uses information provided pursuant to this section in a
manner other than as approved pursuant to this section
may be denied further access to any confidential
information maintained by the department. That person
shall also be subject to a civil penalty of five hundred
dollars (§500). The penalty provided in this section shall
not be construed as restricting any remedy, provisional
or otherwise, provided by law for the benefit of the
department or any person.

(Added by Stats 1995, ¢, 415 (S B 1360}, §4.)

Historical and Statutory Notes

Derivation: Former § 10805, added by Stats 1982, ¢ 204§ 1,
amendad by Stats. 1989, ¢ 8, § 4; Stats 1990, ¢, 122,§ 9.
Library References

Records key 31. WESTLAW Topic No, 326, C1.5. Records
5§ 741092,

§ 103855, Contract for establishment and implemen-
tation of program

The department may enter into a contract for the
establishment and implementation of the birth defects
monitoring program. The contract shall include
provisions requiring full compliance with all the
requirements of this chapter. The term of the contract
may be in excess of one year, but no longer than three
years. Funds shall be allocated in accordance with the
state Budget Act. Funds withheld from the contractor at
the conclusion of a fiscal year until specified tasks are
completed shall be released promptly on proof of .
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CALIFORNIA

BIRTH DEFECTS

MONITORING

PROGRAM

The California Birth Defects Monitoring Program —

a public health program devoted to finding causes of birth defects—

is funded through the California Department of Health Services

and jointly operated with the March of Dimes Birth Defects Foundation.

For more information about the Program, please call
{559)224-2212.
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REGISTRATION - VITAL STATISTICS 26:8-40.22

26:8-40.21. Birth defects registry

The State Department of Health shall establish and maintain a birth defects registry which shall
contain a confidential record of all birth defects that occur in New Jersey and any other information that
the department deems necessary and appropriate in order to conduct thorough and complete
epidemiologic surveys of birth defects that occur in this State and plan for and provide services to
children with birth defects and their families.

L1983, c.291, § 2.
Historical Note
Effective date, see Historical Note under § 26:8-40.20.
Library References

Health and Environmental 34.
C.].S. Health and Environmental § 41.

26:8-40.2. Confidential reports of abortions of fetus with or infant affected by birth defects

a. The Commissioner of Health, in consultation with the Public Health Council, shall require the
confidential reporting to the Department of Health of all cases where a pregnancy results in a naturally
aborted fetus or infant affected by a birth defect, and an electively aborted fetus that exhibits or is known
to have a birth defect after 15 weeks of gestation. The reporting requirement shall apply to all infants
from birth through one year of age.

b. The Commissioner of Health shall determine the health care providers and facilities which shall be
required to report all birth defects, the types of conditions or defects that shall be reported, the type of
information that shall be contained in the confidential reprot and the method for making the report. In
reports concerning all fetuses with anomalies, the name of the mother shall not be submitted.
Historical Note
Efective date, see Historical Note under § 26:8-40.20.
Library References

Health and Environmental 34.
C.J.S. Health and Environmental § 41.
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26:8-40.23 Confidentiality of reports

The confidential reports made pursuant to this act are to be used only by the Department of Health
and other agencies that may be designated by the Commissioner of Health and shall not otherwise be
divulged or made public so as to disclose the identity of any person to whom they relate; and to that end,

such reports shall not be included under materials available to public inspection pursuant to P.L. 1963,
¢.73 (C.47:1A-1 et seq.).

L.1983, ¢.291, § 4.
Historical Note

Effective date, see Historical Note under § 26:8-40.20.

Library References
Health and Enviornment 34.
Records 30 et seq., 50 et seq.
C.J.S. Health and Environment § 41.
C.1.S. Records §§ 34 to 38.
26:8-40.24. Nonliability for divulging confidential information

No individual or organization providing information to the Department of Health in accordance with
this act shall be deemed to be or held liable for divulging confidential information.

L.1983,¢.291, § 5.

Historical Note

Effective date, see Historical Note under § 26:8-40.20.

Library References

Health and Environmental 34,
Records 30 et seq., 50 et seq.

C.J.S. Health and Environmental § 41.
C.J.S. §§ 34 to 38.

26:8-40.25. Act not to be construed to compel submission to medical examination or to
supervision by department of health

Nothing in this act shall be construed to compel any individual to submit to a medical examination
or to Department of Health supervision.

L.1983, c.291, §§ 6.
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Historical Note
Effective date, see Historical Note under § 26:8-40.20.
Library References

Health and Environmental 34.
C.J.S. Health and Environmental § 41.

26:8-40.26. Rules and regulations

The Commissioner of Health shall promulgate rules and regulations necessary to effectuate the
purposes of this act.

1.1983,¢.291, § 7.
Historical Note
Effective date, see Historical Note under § 26:8-40.20.
Library References
Administrative Law and Procedure 381 et. Seq.
Health and Environment 7(3), 20, 39.

C.1.S. Health and Environmental §§ 2 to 13, 40 to 51, 62 to 64, 106, 125 to 137, 155, 156.
C.J.S. Public Administrative Law and Procedure §§ 87 to 91.
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8:20-1.2

CHAPTER 20

BIRTH DEFECTS REGISTRY

Authority
NJS.A. 26:8-40 et seq., specifically 26:8-40.26.

Source and Effective Date

R.2000 d.99, effective February 10, 2000.
See: 31 N.LR. 2863(a), 32 N.L.R. 802(a).

Executive Order No. 66(1978) Expiration Date
Chapter 20, Birth Defects Registry, expires on February 10, 2005,

. Chapter Historical Note
Chapter 20, Birth Defects Registry, was adopted as R.1985 d.92,
effective March 4, 1985. See: 16 N.JLR. 3118(a), 17 NJ.R. 591(a).

Pursuant to Executive Order No. 66(1978), Chapter 20, Birth Defects
Registry, was readopted as R.1990 d.187, effective March 2, 1990. See:
21 N.LR. 3636(a), 22 N.LR. 1134(c).

Pursuant to Executive Order No. 66(1978), Chapter 20, Birth Defects
Registry, was readopted as R.1995 d.182, effective March 2, 1995, See:
27 N.J.R. 269(a), 27 N.J.R. 1410(b).

Pursuant to Executive Order No. 66(1978), Chapter 20, Birth Defects
Registry, was readopted as R.2000 d.99, effective February 10, 2000.
See: Source and Effective Date. See, also, section annotations,

CHAPTER TABLE OF CONTENTS

SUBCHAFTER 1. LIVE BIRTHS

8:20-1.1 Definitions
8:20-1.2 Reporting requirements

SUBCHAPTER 1. LIVE BIRTHS

8:20-1.1 Definitions

The following words and terms when used in this docu-
ment shall have the following meanings unless the context
clearly indicates otherwise.

“Birth defect” means an abnormality of the body’s struc-
ture or inherent function which is present at birth, whether
such abnormality is manifest at the time of delivery or
becomes apparent later in life.

“Infant” means a child from birth to one year of age.

8:20-1.2 Reporting requirements

(a) Any infant who is born to a resident of the State of
New Jersey, or who becomes a resident of the State before
one year of age, and who is diagnosed as having a birth
defect either at birth or any time during the first year of life
shall be reported to the State Department of Health and

1

20-1
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Senior Services, Special Child, Adult and Early Intervention
Services Program as follows:

1. The conditions listed as Congenital Anomalies (Di-
agnostic Codes 740.00 through 759.90) in the most recent
revision of the International Classification of Diseases,
Clinical Modification, shall, except as specified in (a)lii
below, be reported to Special Child, Adult and Early
Intervention Services. In addition, there are several other
conditions considered to be defects that are not listed
under Diagnostic Codes 740.00 through 759.90 which
describe Congenital Anomalies. The birth defects listed in
(a)li below shall also, in every case, be reported to
Special Child, Adult and Early Intervention Services. The
minor conditions listed in (a)lii below shall not be report-
ed to Special Child, Adult and Early Intervention Services
in every case, but only as required in (a)liii, iv and v
below.

i. Congenital anomalies, including, but not limited
to, the following:

(1) Anencephalus and similar anomalies, such as
craniorachischis and inencephaly.

(2) Spina bifida with and without mention of hy-
drocephalus.

(3) Other congenital anomalies of the nervous sys-
tem, such as: encephalocele; microcephalus; reduc-
tion deformities of the brain; congenital hydrocepha-
lus; congenital cerebral palsies, congenital muscular
dystrophies; and other anomalies, congenital dis-
eases, lesions and any other deformities of the brain,
nervous system or spinal cord.

(4) Congenital anomalies of the eye, such as: ano-
phthalmos; microphthalmos; buphthalmos; congeni-
tal cataract and lens anomalies; coloboma and other
anomalies of the anterior or posterior segment; con-
genital anomalies of eyelids, lacrimal system and
orbit; and any other anomalies of the eye.

(5) Congenital anomalies of the ear, face and
neck, such as: anomalies of the ear causing impair-
ment of hearing; accessory auricle and any other
anomalies of the ear; branchial cleft cyst or fistula;
preauricular sinus; webbing of the neck; and any
other anomalies of face and neck.

(6) Bulbus cordis anomalies and anomalies of
cardiac septal- closure such as: common truncus;
transposition of great vessels; Tetralogy of Fallot;
common ventricle; ventricular septal defect; ostium
secundum type atrial septal defect; endocardial
cushion defects; cor biloculare; and any other de-
fects of septal closure.

(7) Other congenital anomalies of the heart, such
as: anomalies of pulmonary valve; congenital tricus-

Supp. 3-6-00
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pid atresia-and stenosis; Ebstein’s anomaly; congeni-
tal stenosis of aortic valve; congenital mitral stenosis
of aortic valve; congenital mitral stenosis or insuffi-
ciency; hypoplastic left heart syndrome; and any
other structural anomalies of the heart.

(8) Other congenital anomalies of circulatory sys-
tem, such as: patent ductus arteriosus (only in in-
fants larger than 2,500 grams); coarctation of aorta
and other anomalies of the aorta, aortic arch or
atresia and stenosis of the aorta; anomalies of pul-
monary artery; anomalies of great veins, absence or
hypoplasia of umbilical artery; other anomalies of
peripheral vascular system; or other unspecified
anomalies of circulatory system.

(9) Congenital anomalies of respiratory system,
such as: choanal atresia; other anomalies of nose;
webbing of larynx; other anomalies of larynx, trachea
and bronchus; congenital cystic lung; agenesis, hypo-
plasia and dysplasia of lung; other anomalies of the
lung; and other unspecified anomalies of respiratory
system.

(10) Cleft palate and cleft lip.

(11) Other congenital anomalies of upper alimen-
tary tract, such as: anomalies of the tongue; anom-
alies of mouth and pharynx; tracheoesophageal fis-
tula, esophageal atresia, and stenosis and other
anomalies of esophagus; congenital hypertrophic py-
loric stenosis, congenital hiatal hernia; other anoma-
lies of stomach; and other unspecified anomalies of
upper alimentary tract.

(12) Other congenital anomalies of digestive sys-
tem, such as: Meckel's diverticulum; atresia and
stenosis of small intestine, large intestine, rectum and
anal canal; Hirschsprung's disease and other conge-
nital functional disorders of colon; anomalies of
intestinal fixation; other anomalies of intestine, gall
bladder, bile ducts, liver and pancreas; disorders of
tooth formation, development and eruption, dentofa-
cial anomalies, and other unspecified anomalies of
the digestive system.

(13) Congenital anomalies of genital organs, such
as: anomalies of ovaries, fallopian tubes and broad
ligaments; doubling of uterus and other anomalies of
uterus; anomalies of cervix, vagina and external fe-
male genitalia; undescended testicle; hypospadias
and congenital chordee; indeterminate sex and pseu-
dohermaphroditism; and other unspecified anoma-
lies of the genital system.

(14) Congenital anomalies of urinary system, such
as; renal agenesis and dysgenesis; cystic kidney dis-
case; obstructive defects of renal pelvis and ureter;
other anomalies of kidney and ureter; exstrophy of
urinary bladder; atresia and stenosis of urethra and
bladder neck; anomalies of urachus; other anoma-
lies of bladder and urethra; and other unspecified
anomalies of the urinary system.
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(15) Certain congenital musculoskeletal deformi-
ties, such as: of skull, face and jaw; of sternocleido-
mastoid muscle; of spine; congenital dislocation of
hip; congenital genu recurvatum and bowing of long
bones of leg; varus and valgus deformities of feet;
other congenital deformities of feet such as talipes
cavus, calcaneus or equinus; and other specified
nonteratogenic anomalies such as pectus excavatum,
pectus carinatum; club hand; congenital deformity
of chest wall; dislocation of elbow; generalized flex-
ion contractures of lower limbs; spade-like hand.

(16) Other congenital anomalies of limbs, such as:
syndactyly; reduction deformities of upper limb; re-
duction deformities of lower limb; other anomalies
of upper limb, including shoulder girdle; and other
anomalies of lower limb, including pelvic girdle.

(17) Other congenital musculoskeletal anomalies,
such as: anomalies of skull and facial bones; anoma-
lies of spine; cervical rib; other anomalies of ribs
and sternum; 